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highlights 


PART I: 


FLUOROCARBONS 

HEW/FDA proposes regulations on aerosol propellants, 
phasing out of nonessential uses and warning statements 
(3 documents); comments by 1-25-77...52070-52078 

CHILD NUTRITION 

USDA/FNS amends breakfast meal pattern; effective 
11-22-76 .... v ._ 52057 

COMMUNITY EDUCATION PROGRAM 

HEW/OE announces closing date of 2-7-77 for receipt 
of applications. 52107 


MENTAL HEALTH 

HEW/PHS issue regulations on crisis counseling services 
and training in disaster relief; effective 11-26-76 . 52052 


MEDICARE 

HEW/SSA adopts regulations on Provider Reimburse¬ 
ment Determinations and Appeals; effective 12-27-76.. 52050 
HEW/SSA proposes regulations on reimbursement of 
federally-funded health centers; comments by 1-10-77 52065 

HEW/SSA proposes elimination of combination method 
of apportionment and modified cost finding; comments 
by 1-10-77.... 52067 


NEW ANIMAL DRUGS 

HEW/FDA amends regulations and withdraws approval 
on metibiotic foam and infusion (2 documents); effective 
11-26-76 .. 52051, 52104 

CHARTER TRIPS 

CAB proposes to establish regulations on business 
oriented flights; comments by 12-17-76; reply com¬ 
ments by 1-7-77...... 52065 

NONPASSENGER AUTOMOBILES 

DOT/NHTSA proposes average fuel economy standards 

for model year 1979 vehicles; comments by 1-10-77 52087 

BUS AIR BRAKE SYSTEMS 

DOT/NHTSA extends suspension of stopping distance 
requirements to 9-1-77; effective 11-26-76. 52055 

TRANSPORTATION SAFETY 

NTSB publishes safety recommendations and responses.. 52115 

CONTINUED INSIDE 

















reminders 

(The Items In this list were editorially compiled as an aid to Federal Register users. Inclusion or exclusion from this list has no legal 
significance. Since this list is Intended as a reminder, it does not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Nov. 25, 1976 


DOT/FAA—Standard Instrument Approach 
Procedures; Fitzgerald, Ga et al 45820; 

10-18-76 

Standard Instrument Approach Proce¬ 
dures; Hillsboro, Wise .... 45821; 

10-18-76 

Standard Instrument Approach Proce¬ 
dures; Mansfield, Mass, et al 45820; 

10-18-76 


Rules Going Into Effect Today 


DOT/FAA—Airborne Interim Standard 

Microwave Landing System Converter 

Equipment . 46843; 10-26-76 

Airworthiness directive; Bell Model 47K 
Helicopters .... 46431; 10-21-76 

FCC—Amateur Radio Service; Portable and 
Mobile Operation of Stations 47450; 

10-29-76 

HEW/FDA—New animal drugs; mainte¬ 
nance of copies of approved medicated 
feed applications . 36200; 8-27-76 


SRS—Prohibition against reassignment 

of claims, factoring. 36207; 

8-27-76 

Treasury/CS—Establishment of Orlando, 
Fla., as port of entry.. 47032; 10-27-76 


List of Public Laws 


Note: No public bills which have become 
law were received by the Office of the Federal 
Register for Inclusion In today's List or 
Public Laws. 


AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice, 41 FR 32914, August 6, 1976). The following agencies have agreed to remain in the program: 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

NRC 

USDA/ASCS 


NRC 

USDA/ASCS 

DOT/COAST GUARD 

USDA/APHIS 


DOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USDA/FNS 

DOT/FAA 

USDA/REA 


DOT/FAA 

USDA/REA 

DOT/OHMO 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

LABOR 


DOT/OPSO 

LABOR 


HEW/FDA 



HEW/FDA 


Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday. 

Comments on this program are still invited. Comments should be submitted to the Day-of-the-Week Program 
Coordinator, Office of the Federal Register, National Archives and Records Service. General Services Adminis¬ 
tration. Washington, D.C. 20408. 


ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page. 




Published dally. Monday through Friday (no publication on Saturdays, Sundays, or on official Federal 
holidays), by the Office of the Federal Register, National Archives and Records Service, General Services 
Administration, Washington, D.C. 20408, under the Federal Register Act (49 Stat. 500, as amended: 44 U.S.C., 
Ch. 16) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution 
Is made only by the Superintendent of Documents, U 3 . Government Printing Office, Washington, D.C. 20402. 


The Federal Register provides a uniform system for making available to the public regulations and legal notices Issued 
by Federal agencies. These Include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to be published by Act of Congress and other Federal agency 
documents of public Interest. Documents are on file for public Inspection In the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the Issuing agency. 


The Federal Register will be furnished by mall to subscribers, free of postage, for $5.00 per month or $60 per year, payable 
in advance. The charge for individual copies is 75 cents for each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documents. U.S. Government Printing Office, Washington. 
D.C. 20402. 


There are no restrictions on the republlcatlon of material appearing in the Federal Register. 
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INFORMATION AND ASSISTANCE 

Questions and requests for specific information may be directed to the following numbers. General inauiriea 
may be made by dialing 202-523-5240. M 


FEDERAL REGISTER, Daily Issue: 

Subscriptions and distribution.„ 

"Dial • a - Regulation" (recorded 
summary of highlighted docu¬ 
ments appearing in next day's 
issue). 


202-783-3238 

202-523-5022 


Scheduling of documents for 

523-5220 

publication. 

Copies of documents appearing in 

523-5240 

the Federal Register. 

Corrections. 

523-5286 

Public Inspection Desk. 

523-5215 

Finding Aids.. 

523-5227 

Public Briefings: "How To Use the 

523-5282 

Federal Register.” 

Code of Federal Regulations (CFR).. 

523-5266 

Finding Aids.. 

523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama¬ 
tions. 

Weekly Compilation of Presidential 
Documents. 

Public Papers of the Presidents.... 
Index. 


PUBLIC LAWS: 

Public Law dates and numbers 

Slip Laws . 

U.S. Statutes at Large .. 

Index .... 


U.S. Government Manual . 

Automation .—. 

Special Projects ..._.. 


523-5233 

523-5235 

523-5235 

523-5235 


523-5237 

523-5237 

523-5237 

523-5237 

523-5230 

523-5240 

523-5240 


HIGHLIGHTS—Continued 


NATIONAL SECURITY INFORMATION 

ERDA establishes criteria and procedures for determin¬ 
ing eligibility for access to data; effective 11-26-76 52045 

RELEASE OF INFORMATION 

Postal Service amends regulations on availability of 
records ..... 52052 

MEETINGS— 

Administrative Conference of the U.S.. 12-9 and 

12-10-76 .. 

Compliance and Enforcement Proceedings Commit¬ 
tee, 12-9-76 ... 

informal Action Committee, Subcommittee on Ad¬ 
ministrative Discretion, 12-9-76 . 

CSC: Administrative Law Judges Advisory Committee. 

12-13-76 . 

Commerce/Census: Housing for the 1980 Census Ad¬ 
visory Committee, 12-15-76 
DOT/NHTSA: Youth Highway Safety Advisory Com- 

mittee, 1-7 and 1-8-77 .. 

EPA: National Drinking Water Advisory Council 12—15 

and 12-16-76 . 

State Federal FIFRA Implementation Advisory Com¬ 
mittee; Working Group on Enforcement, 1-5 and 
1-6-77 ... 

Technology Assessment and Pollution Control Ad¬ 
visory Committee, 12-14-76 . 

Intenor/BLM: Albuquerque District Multiple Use Ad- 
visory Board, 12-13 and 12-14-76 

P P r ° priations and Audit Committee, 12-15^76 
A*'*®* Committee on Oceans and Atmos¬ 
phere, 12-13 and 12-14-76 . 


52095 

52095 

52095 

52096 
52096 
52118 

52102 

52103 
52103 

52108 

52109 


NASA: Space Science Steering Committee, Jupiter 
Orbiter Probe 1981 Ad Hoc Advisory Subcommittee, 

1-5 thru 1-7-77 ..... , 52110 

NRC: Improvement of Efficiency of Federal/State 
Sitting Review, State Workshops and Additional 

Panels, 12-76, and 2-77 . ._. . 52114 

Treasury/IRS: Commissioner's Advisory Group, 12-14 

and 12-15-76 ..... 52119 

CANCELLED MEETINGS— 

SEC: Replacement Cost Implementation Advisory 
Committee, 12-6-76.._... 52116 

CHANGED MEETING— 

HEW/FDA: Dermatology 

12-16-76 .. 


Advisory Committee, 


52104 


PART II: 

ADMINISTRATIVE PRACTICES 

HEW/FDA establishes procedures governing public hear¬ 
ings before advisory committees; effective 12-27-76 _ 52147 

PART III: 

MINIMUM WAGES 

Labor/ESA issues decisions for Federal and Federally 
assisted construction . 52169 

PART IV: 

PRIVACY ACT OF 1974 

National Center for Productivity and Quality of Working 
Life issues systems of records .. 
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ADMINISTRATIVE CONFERENCE OF 
UNITED STATES 


Notices 

Meetings: 

Agency, Plenary Session_ 52095 

Compliance and Enforcement 

Proceedings Committee_ 52095 

Informal Action Committee 
Subcommittee on Administra¬ 
tive Discretion_ 52095 

AGRICULTURAL MARKETING SERVICE 
Rules 

Oranges (Navel) grown in Ariz. 

and designated part of Calif_ 52057 

Potatoes (Irish) grown in Calif, 
and Oreg- 52058 

Proposed Rules 

Oranges (navel) grown in Ariz. 
and Calif. 52060 


AGRICULTURAL STABILIZATION AND 
CONSERVATION SERVICE 

Proposed Rules 

Rice; 1977 set-aside program de¬ 
terminations ... 52060 

AGRICULTURE DEPARTMENT 

See Agricultural Marketing Serv¬ 
ice: Agricultural Stabilization 
and Conseravtion Service; 
Animal and Plant Health In¬ 
spection Service; Food and 
Nutrition Service; Forest Serv¬ 
ice. 

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE 

Rules 

Livestock and poultry quarantine: 


Brucellosis_ 52043 

CENSUS BUREAU 
Notices 

Meetings: 

Housing for 1980 Census Ad¬ 
visory Committee_ 52096 

CIVIL AERONAUTICS BOARD 
Rules 

Board proceedings, conduct rules; 
correction.. 52050 

Proposed Rules 

Business oriented charters, ex¬ 
tension of time_ 52065 

CIVIL SERVICE COMMISSION 
Rules 


Health benefits. Federal em¬ 
ployees: 

Eligibility for coverage, restora¬ 


tion; surviving spouse_ 52043 

Notices 

Meetings: 

Administrative Law Judges Ad¬ 
visory Committee-.. 52096 

COMMERCE DEPARTMENT 


See Census Bureau; Domestic and 
International Business Admin¬ 
istration; Maritime Adminis¬ 
tration; National Oceanic and 
Atmospheric Administration 


contents 

CONSUMER PRODUCT SAFETY 
COMMISSION 

Notices 

Safety standards; petitions: 
Aluminum, magnesium step and 


extension ladders_52100 

Ovens, external surface tem¬ 
perature _ 52100 

DISEASE CONTROL CENTER 
Notices 

Coal mine dust sampler units. 

personal; hearing__52103 


DOMESTIC AND INTERNATIONAL 
BUSINESS ADMINISTRATION 

Notices 

Scientific articles; duty free entry: 
Brookhaven National Labora¬ 


tory et al... 52096 

Yale University_ 52097 


EDUCATION OFFICE 

Notices 

Applications and proposals, clos¬ 
ing dates: 

Community Education Pro¬ 
gram - 52107 

EMPLOYMENT AND TRAINING 
ADMINISTRATION 

Notices 

Employment transfer and business 
competition determinations; fi¬ 
nancial assistance application 

EMPLOYMENT STANDARDS 
ADMINISTRATION 

Notices 

Minimum wages for Federal and 
federally-assisted construction; 
general wage determination de¬ 
cisions. modifications, and su¬ 
persedeas decisions_52169 

ENERGY RESEARCH AND DEVELOPMENT 
ADMINISTRATION 

Rules 

Restricted data or National se¬ 
curity information: 

Access eligibility criteria and 
procedures; definition of 
“ERDA Personnel Security 
Review Board 0 _ 52045 

ENVIRONMENTAL PROTECTION AGENCY 

Proposed Rules 

Air pollution; standards of per¬ 
formance for new stationary 
sources: 

Sulfuric acid mist control; emis¬ 
sion guidelines; correction..- 52079 

Notices 

Committee establishment, renew¬ 
als, etc.: 

Environmental Radiation Ex¬ 
posure Advisory Committee.. 52101 

Meetings: 

National Drinking Water Advi¬ 
sory Council_52102 


State-Federal FIFRA Imple¬ 
mentation Advisory Commit¬ 
tee; Working Group on En¬ 
forcement _ 52103 

Technology Assessment and 
Pollution Control Advisory 

Committee -52103 

Pesticide applicator certification; 

State plans: 

Indiana -52101 

Pesticide chemicals; tolerances, 
exemptions, etc ; petitions: 

FMC Corp.; correction _ 52101 

Shell Chemical Co _52102 


FEDERAL AVIATION ADMINISTRATION 
Rules 

Airworthiness directives: 
Grumman-American Aviation 


Corp.JL- 52046 

Lake___ 59n4R 

Pratt & Whitney (~2~ "docu^ 

ments).. 52046. 52047 

Control zones_ 52048 

Control zones: correction_ 52048 

Jet routes; correction_ 52048 

Standard instrument approach 
procedures_ 52048 


Transition areas (3 documents).. 52047, 

52048 

Proposed Rules 

Restricted areas and VOR Federal 

airways; correction. . 52064 

Transition areas_ 52064 

VOR Federal airways (2 docu¬ 
ments) _ 52064 

FEDERAL POWER COMMISSION 

Notices 

Hearings, etc.: ‘ 

Colorado Interstate Gas Co.—. 52103 
Mississippi River Transmission 
Corp -52103 

FOOD AND DRUG ADMINISTRATION 
Rules 

Administrative practices and pro¬ 
cedures: 

Public hearings before advisory 


committees: guidelines_52147 

Animal drugs, feeds, and related 
products : 

DIethylstilbestrol_ 52051 

Glyphosate: correction- 52052 

Metibiotic foam and metibiotic 
infusion_ 52051 


Proposed Rules 

Foods, drugs, animal drugs, bio¬ 
logical products, cosmetics, 
and medical devices: 

Fluorocarbons 3 documents) .. 52070- 

52078 

Notices 
Animal drugs: 

DIethylstilbestrol: approval 

withdrawn - 52106 

Diethyistilbestrol; hearing - 52105 

Metibiotic foam and metibiotic 
Infusion; approval withdrawn . 52104 
Meetings: 

Dermatology Advisory Commit¬ 
tee; change - 52104 


iv 
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CONTENTS 


FOOD AND NUTRITION SERVICE 
Rules 

Child nutrition programs: 

School breakfast program; meal 
pattern flexibility _ 52057 

FOREST SERVICE 
Notices 

Environmental statements; avail¬ 
ability, etc.: 

Colville National Forest, East 
Deer Creek Planning Unit, 

Wash ..._ _ 52095 

Coronado National Forest, Swift 
Trail Forest Highway 34, 

Ariz . 52095 

HAZARDOUS MATERIALS OPERATIONS 
OFFICE 
Notices 

Applications; exemptions, renew¬ 
als. etc.: 

Martin Marietta Corp. et al„_. 52117 

HEALTH, EDUCATION, AND WELFARE 
DEPARTMENT 

See Disease Control Center; Edu¬ 
cation Office; Food and Drug 
Administration; Health Re¬ 
sources Administration; Public 
Health Service; Social Security 
Administration. 

HEALTH RESOURCES ADMINISTRATION 
Proposed Rules 

Grants: 

Medical facilities, public, con¬ 
struction and modernization. 52079 

IMMIGRATION AND NATURALIZATION 
SERVICE 
Proposed Rules 

Immigration regulations: 

Physicians, nurses, and med¬ 
ical students; preference re¬ 
moved .. 52061 

INTERIOR DEPARTMENT 

See Land Management Bureau; 
National Park Service. 

INTERNAL REVENUE SERVICE 
Notices 

Meetings: 

Commissioner’s Advisory 
Group ... 52119 

JUSTICE DEPARTMENT 

See Immigration and Naturaliza¬ 
tion Service. 

LABOR DEPARTMENT 

See Employment and Training 
Administration; Employment 
Standards Administration. 

land management bureau 

Notices 

Meetings: 

Albuquerque District Multiple 
Use Advisory Board _ 52108 

LEGAL SERVICES CORPORATION 

Notices 

Meetings: 

Appropriations and Audit Com¬ 
mittee ... 52109 


MARITIME ADMINISTRATION 

Notices 

Applications, etc.: 

Academy Tankers, Inc., et al_ 52098 

American President Lines, Ltd_. 52097 

MATERIALS TRANSPORTATION BUREAU 


Proposed Rules 

Hazardous materials: 

Blasting agents_ 52083 

Etiologic agents_ 52086 


NATIONAL AERONAUTICS AND SPACE 
ADMINISTRATION 

Notices 

Meetings: 

Jupiter Orbiter Probe 1981 
(J081) Ad Hoc Advisory Sub¬ 
committee _ 52110 

Patent licenses, foreign exclusive: 
Licensing Management Corp. (2 

documents) _ 52109 

NATIONAL HIGHWAY TRAFFIC SAFETY 
ADMINISTRATION 


Rules 

Motor vehicle safety standards: 

Brake hoses_ 52055 

Brake systems, air_ 52055 

Proposed Rules 

Fuel economy; average standards 
for nonpassenger cars_ 52087 

Notices 

Defect proceedings: 

Ford, Volkswagen, Subaru; peti¬ 
tion denials_ 52119 

Meetings: 

Youth Highway Safety Advisory 
Committee_52118 


NATIONAL OCEANIC AND ATMOSPHERIC 
ADMINISTRATION 

Notices 

Endangered species parts or prod¬ 
ucts; certificates of exemp¬ 
tion: 

Barlow. Stephen B., et al_ 52099 

Delbay Pharmaceuticals. Inc., 
et al..... 52099 

NATIONAL PARK SERVICE 

Notices 

Concession permits, etc.: 

George Washington Birthplace 

National Monument_52108 

Grand Teton National Park, 
Triangle X Ranch_ 52108 

NATIONAL TRANSPORTATION SAFETY 
BOARD 

Notices 

Safety recommendations and ac¬ 
cident reports; availability, re¬ 
sponses, etc_ 52115 

NUCLEAR REGULATORY COMMISSION 

Notices 

Environmental statements; avail¬ 
ability, etc.: 

Consumers Power Co.; Palisades 
Nuclear Generating Plant_52111 


Meetings: 

Federal/State siting review; 
efficiency improvement study. 52114 
Applications , etc.: 

Reactor Safeguards Advisory 
Committee Working Group on 
Assessment of Selected Light- 
water Reactor Safety Mat¬ 
ters ---52114 

Baltimore Gas and Electric Co— 52114 
Carolina Power and Light Co— 52113 
Commonwealth Edison Co. (2 

documents)_ 52110, 52111 

Georgia Power Co. (2 docu¬ 
ments)__ 52111, 52112 

Philadelphia Electric Co., et al.. 52112 
Public Service Co. of Colorado.. 52112 
Rochester Gas and Electric 

Corp -52113 

Regulatory guides; availability—. 52113 

OCEANS AND ATMOSPHERE, NATIONAL 
ADVISORY COMMITTEE 


Notices 

Meeting ..—_ 52110 

POSTAL SERVICE 
Rules 

Freedom of information _ 52052 


PUBLIC HEALTH SERVICE 

Rules 

Medical care: 

Disaster assistance for crisis 
counseling and training.. 52052 

SECURITIES AND EXCHANGE 
COMMISSION 

Notices 

Meetings: 

Replacement Cost Implementa¬ 
tion Advisory Committee_52116 

SOCIAL SECURITY ADMINISTRATION 

Rules 

Aged and disabled, health in¬ 
surance for: 

Provider reimbursement deter¬ 
minations and appeals, etc... 52050 

Proposed Rules 

Aged and disabled, health insur¬ 
ance for: 

Health centers. Federally 
funded; reimbursement 

methods_ 52065 

Provider costs reimbursement 
principles; combination 

method __ 52067 

TRANSPORTATION DEPARTMENT 

See Federal Aviation Administra¬ 
tion; Hazardous Materials 
Operations Office; Materials 
Transportation Bureau; Na¬ 
tional Highway Traffic Safety 
Administration. 

TREASURY DEPARTMENT 

See Internal Revenue Service. 

WORKING LIFE PRODUCTIVITY AND 
QUALITY, NATIONAL CENTER 

Notices 

Privacy Act; systems of records.. 52283 
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“THE FEDERAL REGISTER—WHAT IT 
IS AND HOW TO USE IT” 

Weekly Briefings at the Office of the 
Federal Register 

(For Details, See 41 FR 46527, Oct. 21, 1976) 
RESERVATIONS: JANET SOREY, 523-5282 


list of cfr ports affected In this Issue 


The following numerical guide is a list of the parts of each title of the Code of Federal Regulations affected by documents published in today’s 
issue. A cumulative list of parts affected, covering the current month to date, follows beginning with the second issue of the month. 

A Cumulative List of CFR Sections Affected is published separately at the end of each month. The guide lists the parts and sections affected 
by documents published since the revision date of each title. 


5 CFR 


890_ 

52042 

7 CFR 

220 _ 


907__ 

52057 

947_ 


Proposed Rules: 

730_ 

- 52060 

907_ 

52060 

8 CFR 

Proposed Rules: 

204_ 


212 _ 

52061 

214. 


9 CFR 


78_ 

. 52043 

10 CFR 

710_ _ 


14 CFR 

39 (4 documents) _ 

52046, 52047 

71 (5 documents)_ 

~ 52047, 52048 

75_ ' _ 

52048 


_ 52048 

3o6iiiiihiiiihiiihih 

_ 52050 


14 CFR—Continued 
Proposed Rules: 


71 (4 documents)_ 52064 

73. 52064 

207 - 52065 

208 ....52065 

212-- 52065 

214. 52065 

217. 52065 

241-. 52065 

249- 52065 

373a-52065 

389. 52065 

20 CFR 

405- 52050 

Proposed Rules: 

405 <2 documents)_52065,52067 

21 CFR 

2- 52148 

522. 52051 

540- 52051 

558-52051 

561. 52052 

Proposed Rules: 

1 (2 documents)_ 52070, 52071 

369 <2 documents)_ 52070, 52071 

500 (2 documents)_ 52070. 52071 

701 (2 documents)_ 52070, 52078 

740 (2 documents)_52070, 52071 

801 (2 documents)_52070, 52071 


39 CFR 

265.. 52052 

40 CFR 

Proposed Rules: 

60. 52079 

42 CFR 

38..52052 

Proposed Rules: 

122-52079 

124- 52079 

49 CFR 

571 (2 documents)_ 52055 

Proposed Rules: 

172 - 52083 

173 (2 documents)_52083,52086 

174 - 52083 

176 _ 52083 

177 - 52086 

533- 52087 


vl 
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CUMULATIVE LIST OF PARTS AFFECTED DURING NOVEMBER 


The following numerical guide is a list of parts of each title of the Code of 
Federal Regulations affected by documents published to date during November. 


1 CFR 


7 CFR—Continued 


10 CFR 


Ch. 1_ 47909 

301 _ 47909 

Proposed Roles: 

405_ 49491 

438. 61613 

3 CFR 

Proclamations: 

4445 'See Proc. 4477)_ 50969 

4476 . — 49083 

4477 _ 50969 

Executive Orders: 

November 21, 1916 (Revoked In 

Part by PLO 5607).51603 

11846 (Amended by EO 11947).... 49799 
11947. 49799 

Memorandums: 

January 2, 1973 (amended by 
Memorandum of November 5, 

1976) .. .'.. 50625 

November 5, 1976 (2 documents). 50625, 

50627 

5 CFR 

Ch. I _ 49473 

151. 48110 

213... 49473, 49969, 50993 

293. 51579 

300. 51579 

305- 51579 

316. 48317 

591. 51579 

771—. 48110 

772. 48110 

733... 49473 

890. 52043 

1303- 49085 

2505-•_ 50993 

2510- 50993 

2515. 47910 

7 CFR 

Ch- 1- . 48317 

2. 49473, 50803, 51582 

16 . 50264 

26 . 49473 

*1 . 50803 

£ 8 . 48509 

22 °. 52057 

246- 48119 

271. 50411, 51022-51028 

. .50412 

38°. 49987 

.—.-. 51582 

385—. 49474, 49801, 51029, 51796 

386 ... 48510, 48719, 49625 

387 . 49802,49824, 50803, 51387. 52057 

388 -- 48720,49988, 51387 

3J?. 48720. 49988, 51387. 51583 

. 51797 

.-. 50264, 50629 

*11 . 49625, 51388 

oSo. 50266.51797 

HI . - 49475 

1030~. 51798 

1205 . 51030 


1421. 

1430.. 

1464__ 

1802_ 

1806.. 

1822_ 

1823_ 

1867.. 

1871... 

1873. 

1901.. 

1980_ 

Proposed Rules 

26_ 

58. 

272.. 

729 _ 

730 _ 

905_ 

907_ 

909_ 

913.. 

918.. 

945_ 

981... 

984.. 

987_ 

989... 

1032 _ 

1033 _ 

1040_ 

1063_ 

1065_ 

1094__ 

1096_ 

1108-. 

1205... 

1427_ 

1430_ 

1701.. 

1802_ 

1822_ 

1871. 

1924. 

1933... 

8 CFR 

Proposed Rules: 

3.. 

204.. 

205_ 

211 _ 

212 ___ 

214.. 

245... 

292. 

9 CFR 

73_ 

78_. 

97... 

151... 

202 .. 

317__ 

319.. 

327_ 

331.. 

381—. 

445..... 

447___ 

Proposed Rules : 
92.. 


..49476 

. 48120 

- 49989, 50412 

— .49104 

-- 49990 
48317 a Tl030 v 51584 

. 50267 

. 49991 

. 51798 

— .51799 

__51799 

. 49109 


. 50268 

..- 49826 

. 50454 

. 49492 

. 52060 

- 48366, 49992 

.— 52060 

.... 50452, 50695 

. 48540 

_ 51818 

- 49992 

..50452 

_ 49637 

_ 49492 

- 48540 

__ 50695 

__47940, 50696 

- 50453 

- 49827 

- 50696 

...49112.51404 

....49112.51404 

..51819 

_ 50270 

- 48131 

... 48570 

-48744, 49992 

- 50272 

- 51404 

_ 47944 

- 50272 

.— 51404 


47QQQ 

49994 ", 52061 
- 49994 

4QQQ4 
49994" 52061 

. 52061 

49827, 49994 
. 47939 


. 49969 

. 52043 

.—.48721 

. 50450 

., 50450 

. 48721 

48721, 48743, 50451 

- 48722 

. 50995 

-. 49969 

- 48723 

. 48723 


. 50000 


205 ..49625 

206 ....48318 

211 .48319. 49476. 49627 

212 .48319, 48324 

420... 48325 

710__ 48727, 52045 

Proposed Rules: 

2. 50829 
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rules end regulations 


This section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect most of which are 
keyed to and codified In the Code of Federal Regulations, which Is published under 50 titles pursuant to 44 U.S.G. 1510. 

The Code of Federal Regulations Is sold by the Superintendent of Documents. Prices of new books are listed in the first FEDERAL 
REGISTER issue of each month. 


Title 5—Administrative Personnel 
CHAPTER I—CIVIL SERVICE COMMISSION 

PART 890—FEDERAL EMPLOYEES 
HEALTH BENEFITS PROGRAM 

Restoration of Eligibility for Health 

Benefits Coverage 

By virtue of the authority vested in 
the U.S. Civil Service Commission by 5 
U.S.C. 8913. and under Pub. L. 94-342. 90 
Stat. 808, the health benefits regulations 
are hereby amended to provide for the 
restoration of eligibility for health bene¬ 
fits coverage to certain surviving spouses 
whose survivor annuities were termi¬ 
nated by remarriage and are later re¬ 
stored. 

Since this is a matter relating to 
agency management, the public rule- 
making process is unnecessary and not 
in the public interest. 

Part 890 is amended by adding a new 
paragraph <s) to § 890.301 and by revis¬ 
ing § 890.306(d) as set out below: 

§ 890.301 Opportunities to register to 
enroll und change enrollment. 

• • • ♦ • 

(s) Survivor annuity restored. A sur¬ 
viving spouse who was covered by a 
health benefits enrollment under this 
part immediately before his or her sur¬ 
vivor annuity was terminated because of 
remarriage, and whose survivor annuity 
is later restored, may register to enroll 
in a health benefits plan under this part 
within 60 days after the mailing by the 
Commission of a notice of eligibility and 
registration forms. 

§890.306 Effective dates. 

♦ • • • • 

(d) Generally. The effective date of 
any other enrollment or change of en¬ 
rollment is the first day of the first pay 
period which begins after the health 
benefits registration form is received by 
the employing office and which follows 
a pay period during any part of which 
the employee or annuitant is in pay or 
annuity status except that enrollment 
under $ 890.301<s) may be effective (1) 
on a prospective basis, namely the first 
day of the month after the date of re¬ 
ceipt by the Commission of registration 
forms: or <2> on a retroactive basis, 
namely the date of restoration of survi¬ 
vor annuity or October 1, 1976. which¬ 
ever is later. 

(5 U.S.C. 8913.) 

Effective date: November 26. 1976. 

United States Civil Serv¬ 
ice Commission. 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

|PR Doc.76-35018 Filed 11-24-76:8:45 amj 


Title 9—Animals and Animal Products 

CHAPTER I—ANIMAL AND PLANT 
HEALTH INSPECTION SERVICE, DE¬ 
PARTMENT OF AGRICULTURE 

SUBCHAPTER C—INTERSTATE TRANSPORTA¬ 
TION OF ANIMALS (INCLUDING POULTRY) 
AND ANIMAL PRODUCTS 

PART 78—BRUCELLOSIS 

Subpart D—Designation of Brucellosis 
Areas. Specifically Approved Stockyards, 
and Slaughtering Establishments 

Brucellosis Areas 

The amendments delete the following 
areas from the list of Modified Certified 
Brucellosis Areas in § 78.21 and add such 
areas to the list designated as Noncerti- 
fled Areas in § 78.22 because it has been 
determined that they no longer come 
within the definition of a Modified Certi¬ 
fied Brucellosis Area in § 78.1 (m): Phelps 
County in Missouri. 

The amendments delete the following 
areas from the list of Noncertified Areas 
in § 78.22 and add such areas to the list 
designated as Modified Certified Brucel¬ 
losis Areas in 5 78.21 because it has been 
determined that they again come within 
the definition of a Modified Certified 
Brucellosis Area in § 78.1 (m): Cape Gi¬ 
rardeau. Cass, and Vernon Counties in 
Missouri; McCurtain County iq Okla¬ 
homa. 

Accordingly, §§ 78.20, 78.21, and 78.22 
of Part 78, Title 9. Code of Federal Regu¬ 
lations, designating Certified Brucellosis- 
Free Areas, Modified Certified Brucello¬ 
sis Areas, and Noncertified Areas, respec¬ 
tively, are revised to read as follows: 

§ 78.20 Certified Brucellosis-Free Area*. 

The following States, or specified por¬ 
tions thereof, are hereby designated as 
Certified Brucellosis-Free Areas: 

(a) Entire States . Arizona, California, 
Connecticut, Delaware. Hawaii, Indiana, 
Maine. Maryland, Massachusetts. Michi¬ 
gan, Minnesota. Montana. Nevada, New 
Hampshire. New Jersey, New York, 
North Carolina. North Dakota, Ohio, 
Oregon, Pennsylvania. Rhode Island. 
South Carolina. Vermont, Virginia, 
Washington. West Virginia, Wisconsin, 
Virgin Islands. 

<b) Specific Counties Within States: 
Alabama. Barbour, Cherokee. Clay. 
Cleburne, Dale, Etowah, Geneva, Henry, 
Lee. Russell. 

Arkansas. Baxter, Benton, Boone. 
Bradley. Calhoun, Carroll. Clay, Cleve¬ 
land, Columbia. Dallas, Drew, Fulton, 
Garland. Grant, Greene. Jackson, John¬ 
son, Lafayette, Madison, Marion, Mon¬ 
roe, Montgomery. Newton. Ouachita, 
Perry, Pike, Polk, Prairie, Searcy, Sharp, 
Stone. Union. Woodruff, Yell. 

Colorado . Adams. Alamosa, Arapahoe, 
Archuleta, Baca, Bent, Boulder, Chaffee. 
Cheyenne, Clear Creek, Conejos, Costilla, 


Crowley, Custer, Delta, Denver, Dolores, 
Douglas, Eagle. Elbert, El Paso, Fremont, 
Garfield. Gilpin. Grand, Gunnison. Hins¬ 
dale, Huerfano, Jackson, Jefferson. Kit 
Carson, Lake, La Plata. Larimer, Las 
Animas, Lincoln, Logan, Mineral. Moffat. 
Montezuma, Montrose. Morgan. Otero, 
Ouray, Park, Phillips. Pitkin. Prowers, 
Rio Blanco. Rio Grande. Routt, Sa¬ 
guache, San Juan, San Miguel. Sedg¬ 
wick, Summit, Teller. Washington, Weld. 

Florida. Baker. Bay, Brevard. Cal¬ 
houn, Dade, Dixie. Escambia. Franklin, 
Gadsden, Gulf. Hamilton, Holmes. Jack- 
son, Leon, Liberty, Monroe, Okaloosa. 
Orange, Pasco, Santa Rosa, Seminole. 
Sumter, Taylor, Wakulla, Walton, Wash¬ 
ington. 

Georgia. Appling, Atkinson, Bacon, 
Banks. Brantley, Bryan, Bulloch, Burke, 
Butts, Camden. Candler, Charlton, Cha¬ 
tham, Chattahooche, Clarke. Clayton, 
Cook, Crawford, Dawson, De Kalb. 
Echols, Effingham. Evans, Fannin, 
Franklin, Glascock. Glynn, Greene, Ha¬ 
bersham, Henry, Jeff Davis, Johnson. 
Jones, Lanier, Laurens, Liberty, Long. 
McIntosh. Monroe, Peach, Rabun. Rich¬ 
mond. Schley, Screven, Stephens. Tay¬ 
lor. Telfair, Toombs, Treutlen, Twiggs, 
Upson, Ware, Washington, Wayne, 
Wheeler, White. Wilkinson. 

Idaho. Adams. Bear Lake. Benewah, 
Blaine, Boise, Bonner. Boundary, Ca¬ 
mas, Canyon, Caribou, Clearwater, Cus¬ 
ter, Fremont, Idaho. Jerome, Kootenai. 
Latah, Lemhi. Lewis, Nez Perce. Oneida, 
Owyhee, Payette, Power, Shoshone. Te¬ 
ton. Valley. Washington, Yellowstone 
National Park. 

Illinois. Adams, Alexander. Bond, 
Boone. Bureau, Calhoun. Carroll, Cass, 
Champaign, Christian, Clark. Clay, Clin¬ 
ton. Coles, Cook. Crawford, Cumberland, 
De Kalb. De Witt. Douglas, Du Page. 
Edgar, Edwards. Fayette, Ford. Frank¬ 
lin, Fulton. Gallatin, Greene, Grundy. 
Hamilton, Hancock, Henderson, Henry, 
Iroquois. Jackson, Jasper. Jefferson, 
Jersey, Jo Daviess, Johnson. Kane. Kan¬ 
kakee, Kendall, Knox, Lake. La Salle, 
Lawrence. Lee. Livingston. Logan. Ma¬ 
con. Macoupin, Madison, Marion. Mar¬ 
shall, Mason, Massac. McDonough, Mc¬ 
Henry, McLean, Menard, Mercer. Mon¬ 
roe. Montgomery, Morgan. Moultrie. 
Ogle. Peoria. Perry, Piatt. Pulaski. Put¬ 
nam. Randolph, Richland, Rock Island, 
St. Clair. Saline. Sangamon. Schuyler. 
Scott. Shelby, Stark, Stephenson. Taze¬ 
well. Union, Vermilion, Wabash, Warren, 
Washington. White. Whiteside, Will. 
Winnebago, Woodford. 

Iowa.' Adair, Adams. Audubon, Black 
Hawk, Boone, Bremer Buchanan, Buena 
Vista, Butler. Calhoun. Carroll, Cass. 
Cherokee. Chickasaw, Clarke, Clay, Clay¬ 
ton, Clinton, Dallas. Davis, Delaware, 
Des Moines. Dickinson, Dubuque. Em- 
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met, Payette, Franklin, Fremont. Greene, 
Grundy, Hamilton, Hancock, Hardin. 
Henry, Howard, Humboldt. Ida, Iowa. 
Jackson. Jasper, Jefferson. Johnson, 
Jones, Keokuk, Kossuth, Lee, Louisa, Lu¬ 
cas. Lyon. Madison, Mahaska, Marion. 
Marshall, Mills, Mitchell, Monona. Mont¬ 
gomery, Muscatine, O'Brien. Osceola, 
Page, Palo Alto. Pocahontas. Polk, Pot¬ 
tawattamie. Plymouth. Scott. Shelby, 
Tama. Taylor, Union, Van Buren. Wa¬ 
pello. Washington. Webster, Winnebago, 
Winneshiek. Woodbury, Worth. Wright. 

Kansas. Comanche. Doniphan, Ford, 
Gove, Haskell, Hodgeman. Johnson, 
Lane, Marshall, Pawnee, Phillips, Riley, 
Scott, Trego, Washington. 

Kentucky. Bell, Breathitt. Campbell, 
Clay, Edmonson. Floyd, Harlan, Jackson. 
Johnson. Kenton, Knott, Knox, Law¬ 
rence. Lee. Leslie, Letcher, Lewis, Ma¬ 
goffin, Martin, McCreary, Menifee, Mor¬ 
gan, Owsley. Pendleton, Perry. Pike. 
Robertson. Trimble. Whitley, Wolfe. 

Mississippi. Alcorn, Hancock, Harri¬ 
son. Jackson. Stone. Tishomingo. 

Missouri. Audrain, Carter. Dallas. 
Douglas, Dunklin, Franklin, Gasconade, 
Hickory, Iron, Jackson. Laclede, Lewis, 
Marion, Miller. Moniteau, Montgomery. 
Perry. Platte. Pulaski. St. Louis. Schuy¬ 
ler. Shelby. 

New Mexico. Bernalillo, Catron. Col¬ 
fax. Dona Ana, Grant, Harding, Hidalgo. 
Lincoln. Los Alamos. Luna, McKinley. 
Otero, Rio Arriba, Sandoval. San Juan. 
Santa Fe, Sierra, Socorro. Taos, 
Torrance. 

South Dakota. Aurora. Bennett. Bon 
Homme, Brookings, Brown, Brule. Buf¬ 
falo. Butte. Campbell. Charles Mix. 
Clark, Clay. Codington. Corson, Custer, 
Davison. Day. Deuel. Dewey. Douglas. 
Edmunds. Fall River. Faulk, Grant, 
Gregory. Haakon, Hamlin, Hand. Han¬ 
son, Harding. Hughes, Hutchinson, Hyde, 
Jackson. Jerauld, Kingsbury. Lake. Law¬ 
rence. Lincoln, Lyman, Marshall. Mc¬ 
Cook. McPherson. Meade, Mellette, 
Miner, Minnehaha, Moody. Pennington, 
Perkins, Potter, Roberts, Sanborn, Shan¬ 
non. Spink, Sully, Todd, Tripp. Turner, 
Union, Walworth, Washington. Yankton, 
Ziebach. 

Tennessee. Anderson, Blount. Camp¬ 
bell, Carter. Cheatham. Claiborne. 
Davidson. Decatur. Dickson, Fentress. 
Grainger, Greene, Grundy. Hancock, 
Hardin, Jackson, Jefferson, Johnson. 
Knox, Lake. Meigs. Morgan, Polk, Roane. 
Robertson. Rutherford. Scott. Sequat¬ 
chie, Sevier. Sullivan, Unicoi. Union, 
Warren, White. 

Texas. Brewster, Childress. Comal. 
Crane, Ector, Gray. Hansford, Hartley. 
Hemphill, IHon. Jeff Davis. Kerr. Kim¬ 
ble. Lipscomb, Llano, Loving. Mason. 
Newton. Pecos, Reagan, Roberts, Ster¬ 
ling, Terrell, Val Verde. Ward. Winkler. 

Utah. Beaver. Carbon, Daggett. Davis. 
Duchesne. Emery, Garfield, Grand, Iron. 
Juab. Kane. Millard, Morgan, Piute, 
Rich, Salt Lake, San Juan. Sanpete. 
Sevier, Summit. Tooele, Uintah. Utah. 
Wasatch, Washington, Wayne. Weber. 

Wyoming. Albany, Big Horn, Camp¬ 
bell. Carbon. Converse, Crook. Fremont. 
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Goshen, Hot Springs, Johnson, Laramie, 
Natrona, Niobrara, Park, Platte, Sheri¬ 
dan. Sublette, Sweetwater, Teton, Uinta, 
Washakie, Weston. 

Puerto Rico. Adjuntas, Aguada, Agua- 
dilla, Aguas Buenas, Aibonito, Anasco. 
Arroyo, Barceloneta, Barranquitas. Bay- 
amon, Cabo Rojo, Caguas, Camuy, Cano- 
vanas (Loizai, Catano. Cayey, Ceiba. 
Ciales, Cidra. Coamo, Comerio. Corozal, 
Culebra, Dorado, Fajardo, Guanica. 
Guayama. Guayanilla. Gurabo. Hormi- 
gueros, Humacao, Isabela. Jayuya, Juana 
Diaz, Lajas, Lares, Las Marias. Luquillo, 
Manati, Maricao. Maunabo, Mayaguez. 
Moca. Morovis. Naranjito, Orocovis, Pa- 
tillas, Penuelas, Ponce, Quebradillas, 
Rincon. Rio Grande, Rio Pieddras, Sa- 
bana Grande, Salinas, San German, San 
Juan. San Lorenzo. San Sebastian, Santa 
Isabel, Toa Alta, Toa Baja. Trujillo Alto. 
Utuado, Vega Alta, Vega Baja, Villalba, 
Yabucoa, Yauco. 

§ 78.21 Modified Certified BrucellosiM 
Areas. 

The following States, or specified por¬ 
tions thereof, are hereby designated as 
Modified Certified Brucellosis Areas: 

(a) Entire States. Alaska, Louisiana. 
Nebraska, Oklahoma. 

(b) Specific Counties Within States: 
Alabama. Autauga. Baldwin. Bibb, 

Blount, Bullock. Butler, Calhoun. Cham¬ 
bers, Chilton, Choctaw, Clarke, Coffee, 
Colbert, Conecuh, Coosa. Covington, 
Crenshaw. Cullman, Dallas. De Kalb. 
Elmore, Escambia, Fayette, Franklin, 
Greene. Hale, Houston, Jackson, Jeffer¬ 
son, Lamar. Lauderdale, Lawrence, 
Limestone, Lowndes, Macon, Madison. 
Marengo, Marion, Marshall, Mobile. 
Monroe, Montgomery. Morgan. Perry, 
Pickens, Pike, Randolph, St. Clair, Shel¬ 
by. Sumter. Talledega, Tallapoosa, Tus¬ 
caloosa. Walker, Washington, Wilcox. 
Winston. 

Arkansas. Arkansas, Ashley, Chicot. 
Clark, Cleburne, Conway. Craighead. 
Crawford, Crittenden, Cross, Desha. 
Faulkner. Franklin, Hempstead, Hot 
Spring, Howard, Independence, Izard, 
Jefferson. Lawrence, Lee. Lincoln, Little 
River. Logan. Lonoke, Miller, Mississippi, 
Nevada, Phillios, Poinsett. Pope, Pulaski. 
Randolph, Saline. Scott. St. Francis, Se¬ 
bastian. Sevier. Van Buren, Washing¬ 
ton. White. 

Colorado. Kiowa. Mesa, Pueblo, Yuma. 
Florida Alachua. Bradford. Broward, 
Charlotte. Citrus. Clay, Collier, Colum¬ 
bia. De Soto. Duval. Flagler, Gilchrist, 
Glades. Hardee. Hendry. Hernando, 
Highlands. Hillsborough, Indian River, 
Jefferson, Lafayette. Lake. Lee. Levy, 
Madison, Manatee, Marion, Martin, Nas¬ 
sau. Okeechobee. Osceola. Palm Beach, 
Pinellas. Polk. Putnam, St. Johns. St. 
Lucie. Sarasota. Suwanee, Union, Volu¬ 
sia. 

Georgia. Baker, Baldwin. Barrow. Bar¬ 
tow, Ben Hill, Berrien, Bibb, Bleckley, 
Brooks. Calhoun, Carroll, Catoosa, Chat¬ 
tooga, Cherokee. Clay, Clinch, Cobb, Cof¬ 
fee, Colquitt, Columbia. Coweta, Crisp, 
Dade. Decatur, Dodge, Dooly, Dougherty, 
Douglas. Earty, Elbert, Emanuel, Fayette, 
Floyd, Forsyth. Fulton, Gilmer, Gordon. 


Grady, Gwinnett, Hall, Hancock. Haral¬ 
son, Harris, Hart, Heard, Houston. Ir¬ 
win. Jackson, Jasper, Jefferson, Jenkins, 
Lamar, Lee. Lincoln. Lowndes, Lump¬ 
kin. Macon, Madison, Marion. McDuf¬ 
fie, Meriwether, Miller. Mitchell. Mont¬ 
gomery, Morgan, Murray, Muscogee. 
Newton. Oconee, Oglethorpe, Paulding. 
Pickens. Pierce. Pike, Polk. Pulaski, Put¬ 
nam, Quitman. Randolph. Rockdale, 
Seminole. Spalding, Stewart. Sumter. 
Talbot. Taliaferro, Tattnall, Terrell. 
Thomas. Tift, Towns. Troup, Turner, 
Union, Walker. Walton, Warren. Web¬ 
ster, Whitfield, Wilcox, Wilkes. Worth. 

Idaho. Ada. Bannock. Bingham, Bon¬ 
neville, Butte, Cassia. Clark, Elmore. 
Franklin. Gem, Gooding, Jefferson. Lin¬ 
coln. Madison, Minidoka, Twin Falls. 

Illinois. Brown, Effingham, Hardin. 
Pike, Pope. Wayne. Williamson. 

Iowa. Allamakee. Appanoose. Benton. 
Cedar, Cerro Gordo, Crawford, Decatur, 
Floyd. Guthrie, Harrison, Linn, Monroe. 
Poweshiek. Ringgold, Sac. Sioux. Story, 
Warren, Wayne. 

Kansas. Allen, Anderson, Atchison. 
Barber, Barton. Bourbon, Brown. Butler, 
Chase. Chautauqua, Cherokee. Cheyenne. 
Clark, Clay, Cloud, Coffey, Cowley. Craw¬ 
ford. Decatur, Dickinson. Douglas. Ed¬ 
wards. Elk, Ellis. Ellsworth. Finney. 
Franklin, Geary, Graham, Grant, Gray, 
Greeley. Greenwood, Hamilton. Harper, 
Harvey, Jackson, Jefferson, Jewell. 
Kearny. Kingman. Kiowa. Labette, Leav¬ 
enworth. Lincoln, Linn. Logan, Lyon. 
Marion, McPherson, Meade, Miami. 
Mitchell, Montgomery, Morris, Morton. 
Nemaha. Neosho, Ness, Norton. Osage. 
Osborne. Attawa, Pottawatomie. Pratt. 
Rawlins, Reno. Republic. Rice, Rooks. 
Rush. Russell, Saline, Sedgwick, Seward. 
Shawmee, Sheridan. Sherman. Smith. 
Stafford, Stanton. Stevens. Sumner, 
Thomas. Wabaunsee. Wallace. Wichita. 
Wilson, Woodson, Wyandotte. 

Kentucky. Adair. Allen, Anderson, Bal¬ 
lard. Barren. Bath. Boone. Bourbon. 
Boyd. Boyle. Bracken, Breckinridge. Bul¬ 
litt. Butler, Caldwell. Calloway. Carlisle. 
Carroll, Carter, Casey, Christian. Clark, 
Clinton. Crittenden. Cumberland. Da¬ 
viess. Elliott, Estill. Fayette. Fleming. 
Franklin, Fulton, Gallatin. Garrard. 
Grant, Graves, Gravson, Green. Greenup, 
Hancock. Hardin. Harrison. Hart. Hen¬ 
derson. Henry. Hickman. Hopkins. Jef¬ 
ferson. Jessamine. Larue, Laurel. Lin¬ 
coln. Livingston. Logan. Lyon. Madison. 
Marion. Marshall. Mason. McCracken, 
McLean. Meade, Mercer. Metcalfe, Mon¬ 
roe. Montgomery. Muhlenberg. Nelson. 
Nicholas, Ohio, Oldhaip. Owen, Powell. 
Pulaski, Rockcastle. Rowan. Russell. 
Scott, Shelby, Simpson. Spencer. Taylor. 
Todd. Trigg, Union. Warren. Washing¬ 
ton. Wayne. Webster. Woodford 
Mississippi. Adams. Amite, Attala. Ben¬ 
ton, Bolivar, Calhoun, Carroll. Chicka¬ 
saw. Choctaw, Claiborne, Clarke, Clay, 
Coahoma. Copiah. Covington, De Soto, 
Forrest. Franklin, George, Greene. Gre¬ 
nada, Hinds, Holmes. Humphreys. Issa¬ 
quena. Itawamba. Jasper, Jefferson. Jef¬ 
ferson Davis, Jones, Kemper, Lafayette. 
Lamar. Lauderdale. Lawrence. Leake, 
Lee. LeFlore. Lincoln. Lowndes, Madison, 
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Marion, Marshall, Monroe, Montgomery, 
Neshoba. Newton, Noxubee, Oktibbeha, 
Panola, Pearl River, Perry. Pike. Ponto¬ 
toc, Prentiss, Quitman. Rankin, Scott. 
Sharkey, Simpson. Smith, Sunflower. 
Tallahatchie, Tate, Tipah, Tunica, Un¬ 
ion, Walthall, Warren, Washington, 
Wayne, Webster, Wilkinson. Winston, 
Yalobusha, Yazoo. 

Missouri. Adair, Andrew. Atchison. 
Barry, Barton, Bates, Benton, Bollinger, 
Boone, Buchanan. Butler, Caldwell, Cal¬ 
laway, Camden, Cape Girardeau, Carroll, 
Cass, Cedar, Chariton, Christian. Clark, 
Clay. Clinton, Cole. Cooper, Crawford, 
Dade. Daviess. De Kalb, Dent, Gentry, 
Greene, Grundy, Harrison, Henry, Holt, 
Howard, Howell, Jasper, Jefferson, John¬ 
son, Knox, Lafayette, Lawrence, Lincoln, 
Linn, Livingston, Macon, Madison, Ma¬ 
ries. McDonald, Mercer, Mississippi, 
Monroe, Morgan, New Madrid, Newton, 
Nodaway, Oregon. Osage. Ozark, Pemi¬ 
scot, Pettis, Pike, Polk, Ralls, Randolph, 
Ray. Reynolds, Ripley. St. Charles. St. 
Clair, St. Francois, St. Genevieve, Saline, 
Scotland, Scott, Shannon. Stoddard. 
Stone. Sullivan, Taney, Texas, Vernon, 
Warren, Washington, Wayne, Webster. 
Worth, Wright. 

New Mexico. Chaves. Curry, De Baca, 
Eddy, Guadalupe, Lea. Mora, Quay, Roo¬ 
sevelt, San Miguel, Union, Valencia. 

Oklahoma. Adair. Alfalfa, Atoka, Bea¬ 
ver, Beckham, Blaine. Bryan. Caddo, 
Canadian, Carter, Cherokee. Cimarron, 
Cleveland, Coal. Comanche. Cotton, 
Craig, Creek, Custer, Delaware, Dewey, 
Ellis, Garfield, Garvin, Grady, Grant, 
Greer. Harmon, Harper, Haskell, Hughes, 
Jackson, Jefferson, Johnson, Kay. King¬ 
fisher, Kiowa. Latimer, Le Flore, Lincoln, 
Logan, Love. Major, Marshall. Mayes, 
McClain. McCurtain, McIntosh, Murray, 
Muskogee. Noble, Nowata, Okfuskee, Ok¬ 
lahoma. Okmulgee. Osage, Ottawa. 
Pawnee, Payne, Pittsburg, Pontotoc. Pot¬ 
tawatomie, Pushmataha. Roger Mills. 
Rogers. Seminole, Sequoyah, Stephens. 
Texas. Tillman, Tulsa, Wagoner. Wash¬ 
ington. Washita, Woods, Woodward. 

South Dakota. Beadle. Jones, Stanley. 

Tennessee. Bedford, Benton, Bledsoe. 
Bradley. Cannon, Carroll, Chester. Clay. 
Cocke. Coffee. Crockett, Cumberland, 
DeKalb, Dyer, Fayette, Franklin. Gibson, 
Giles. Hamblen. Hamilton, Hardeman, 
Hawkins. Haywood. Henderson. Henry. 
Hickman, Houston, Humphreys. Lauder¬ 
dale. Lawrence, Lewis. Lincoln, Loudon, 
Macon. Madison, Marion, Marshall. 
Maury, McMinn, McNairy. Monroe, 
Montgomery, Moore. Obion. Overton, 
Perrv, Pickett. Putnam, Rhea, Shelby, 
Smith. Stewart, Sumner. Tipton. Trous¬ 
dale. Van Buren, Washington, Wayne. 
Weakley, Williamson. Wilson. 

Texas . Anderson, Andrews, Angelina, 
Aransas. Archer, Armstrong, Atascosa. 
Austin, Bailey. Bandera. Bastrop. Bavlor, 
Bee, Bell, Bexar, Blanco, Borden. Bosque, 
Bowie, Brazoria, Brazos. Briscoe. Brooks, 
Brown, Burleson. Burnet. Caldwell, Cal¬ 
houn, Callahan, Cameron, Camp. Car- 
son, Cass. Castro, Chambers, Cherokee, 
Clav, Cocran. Coke. Coleman, Collins. 
Collingsworth, Colorado. Comanche. 
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Concho, Cooke, Coryell, Cottle. Crockett, 
Crosby, Culberson. Dallam, Dallas, Daw¬ 
son. Deaf Smith, Delta, Denton, De Witt, 
Dickens. Dimmitt, Donley, Duval, East- 
land, Edwards, Ellis, El Paso, Erath, 
Falls, Fannin. Fayette. Fisher, Floyd, 
Foard, Fort Bend, Franklin. Freestone, 
Frio, Gaines, Galveston. Garza, Gillespie, 
Glasscock, Goliad, Gonzales, Grayson, 
Gregg, Grimes, Guadalupe, Hale, Hall, 
Hamilton, Hardeman, Hardin, Harris, 
Harrison. Haskell, Hays, Henderson, 
Hidalgo, Hill, Hockley, Hood. Hopkins, 
Houston, Howard, Hudspeth, Hunt. 
Hutchinson, Jack, Jackson, Jasper, Jef¬ 
ferson. Jim Hogg, Jim Wells. Johnson, 
Jones. Karnes. Kaufman, Kendall, Ken¬ 
edy, Kent, King. Kinney, Kleberg, Knox, 
Lamar. Lamb, Lampasas, La Salle, Lav¬ 
aca. Lee, Leon, Liberty, Limestone, Live 
Oak, Lubbock. Lynn, McCulloch, Mc¬ 
Lennan. McMullen. Madison, Marion. 
Martin. Matagorda. Maverick, Medina, 
Menard, Midland, Milam, Mills, Mitchell, 
Montague, Montgomery, Moore, Morris, 
Motley, Nacogdoches. Navarro, Nolan, 
Nueces, Ochiltree, Oldham. Orange, Palo 
Pinto, Panola. Parker, Parmer. Polk, 
Potter. Presidio. Rains, Randall, Real. 
Red River, Reeves, Refugio. Robertson, 
Rockwall, Runnels, Rusk, Sabine, San 
Augustine, San Jacinto, San Patricio. 
San Saba, Schleicher, Scurry, Shackel¬ 
ford, Shelby. Sherman, Smith, Somer¬ 
vell, Starr, Stephens. Stonewall, Sutton, 
Swisher, Tarrant, Taylor, Terry, Throck¬ 
morton, Titus, Tom Green. Travis, Trin¬ 
ity, Tyler, Upshur. Upton. Uvalde, Van 
Zandt. Victoria. Walker, Waller, Wash¬ 
ington, Webb. Wharton. Wheeler. Wich¬ 
ita, Wilbarger. Willacy. Williamson. Wil¬ 
son, Wise, Wood, Yoakum, Young, 
Zapata, Zavala. 

Utah. Box Elder, Cache. 

Wyoming. Lincoln. 

Puerto Rico. Arecibo, Carolina, Guay- 
nabo, Hatillo, Juncos, Las Piedras, 
Naguabo. 

§ 78.22 Noncertified Area*. 

The following States, or specified por¬ 
tions thereof, are hereby designated as 
Noncertifled Brucellosis Areas: 

(a) Entire States. 

(b) Specific Counties Within States: 

Missouri. Phelps, Putnam. 

Oklahoma. Choctaw. 

Puerto Rico. Vieques. 

(Secs. 4-7, 23 Stat. 32, as amended; secs. 1 
and 2, 32 Stat. 791-792, as amended; sec. 3, 
33 Stat. 1265, as amended; sec. 2. 65 Stat. 
693: and secs. 3 and 11. 76 Stat. 130, 132; 
21 U.S.C. 111-113. 114a-l. 115, 117, 120. 121. 
125. 134b, 134f; 37 FR 28464. 28477; 38 FR 
19141,9 CFR 78.25.) 

Effective date: The foregoing amend¬ 
ments shall become effective November 
30, 1976. 

The amendments imposed certain re¬ 
strictions necessary to prevent the spread 
of brucellosis in cattle and relieve cer¬ 
tain restrictions presently imposed. They 
should be made effective promptly in 
order to accomplish their purpose in the 
public interest and to be of maximum 
benefit to persons subject to the restric¬ 
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tions which are relieved. It does not ap¬ 
pear that public participation in this 
rulemaking proceeding would make ad¬ 
ditional relevant information available 
to the Department. 

Accordingly, under the administrative 
procedure provisions of 5 U.S.C. 553, it 
is found upon good cause that notice and 
other public procedure with respect to 
the amendments are impracticable, un¬ 
necessary. and contrary to the public in¬ 
terest. and good cause is found for mak¬ 
ing them effective less than 30 days after 
publication in the Federal Register. 

Done at Washington, D.C., this 19th 
day of November 1976. 

The Animal and Plant Health Inspec¬ 
tion Service has determined that this 
document does not contain a major pro¬ 
posal requiring preparation of an Infla¬ 
tion Impact Statement under Executive 
Order 11821 and OMB Circular A-107. 

Pierre A. Chaloux, 

Acting Deputy Administrator, 
Veterinary Services. 

|FR Doc.76-34823 Filed ll-24-76;8:45 am] 


Title 10—Energy 

CHAPTER III—ENERGY RESEARCH AND 
DEVELOPMENT ADMINISTRATION 

PART 710—CRITERIA AND PROCEDURES 

FOR DETERMINING ELIGIBILITY FOR 

ACCESS TO RESTRICTED DATA OR NA¬ 
TIONAL SECURITY INFORMATION 

Notice is hereby given that the Energy 
Research and Development Administra¬ 
tion hereby amends 10 CFR Part 710.5 
by adding a definition of a new term, 
”ERDA Personnel Security Review Board 
Panel.” and by amending the definition 
of “ERDA Personnel Security Review 
Board.” 

ERDA administrative review proce¬ 
dures set forth in 10 CFR Part 710 pro¬ 
vide for a Personnel Security Review 
Board (PSRB) which is an advisory 
appeal board located in Washington. 
D.C.. consisting of three members. The 
establishment of a Personnel Security 
Review Board Panel from which PSRB 
members for a particular case w r ould be 
selected is to provide for a more ex¬ 
peditious processing of cases than is pos¬ 
sible with the present single board. 

Because this relates to agency organi¬ 
zation, procedure and practice, it is effec¬ 
tive on November 26. 1976. 

All interested persons who desire to 
submit written comments or suggestions 
for consideration in connection with this 
rulemaking should send them on or be¬ 
fore December 27. 1976, to the Director, 
Division of Safeguards and Security, 
U S. Energy Research and Development 
Administration, Washington, D.C. 20545. 

In consideration of the foregoing, 10 
CFR 710.5 is amended as follows: 

(1> Paragraphs (e) and (f) are re¬ 
designated as paragraphs (g) and <h) 
respectively, a new paragraph <d> is 
added, former Paragraph (d) is redes¬ 
ignated as paragraph <e> and revised 
and a new paragraph (f) would read as 
follows: 
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§ 710.5 Definitions. 

• • • • # 

(d) "ERDA Personnel Security Review 
Board Panel" means a panel of indi¬ 
viduals appointed by the Assistant Ad¬ 
ministrator for National Security from 
which the Chairman of the Personnel 
Security Review Board Panel selects 
three members to serve as a Personnel 
Security Review Board. 

(e) "ERDA Personnel Security Review 
Board" means an advisory board, con¬ 
sisting of three members, one of whom 
shall be designated as Chairman, the 
members of which are selected by the 
Chairman of the Personnel Security Re¬ 
view Board Panel. 

(f) The Chairman of the Personnel 
Security Review Board shall be an attor¬ 
ney. 

Dated: October 14. 1976. 

Alfred D. Starbird, 
Assistant Administrator 
lor National Security. 
|FR Doc.76-34955 Filed 11-24-76;8:45 am] 


Title 14—Aeronautics and Space 

CHAPTER I—FEDERAL AVIATION ADMIN¬ 
ISTRATION. DEPARTMENT OF TRANS¬ 
PORTATION 

(Docket No. 76-EA-70; Arndt. 39-27771 

PART 39—AIRWORTHINESS DIRECTIVES 
Grumman American Aircraft 

The Federal Aviation Administration 
is amending § 39.13 of Part 39 of the 
Federal Aviation Regulations so as to 
amend AD 76-13-10 applicale to Grum¬ 
man American G-164 type airplanes. 

Subsequent to the promulgation of AD 
76-13-10, additional reports indicated 
that the deficiency was not limited to the 
first 18 inches of the strut. Thus, the 
AD is being amended to include the total 
strut. 

Since the safety hazard which justi¬ 
fied the promulgation of the subject as 
an immediate rule still exists, notice and 
public procedure hereon are impractical 
and good cause exists for making the 
amendment effective in less than 30 
days. 

In consideration of the foregoing and 
pursuant to the authority delegated to 
me by the Administrator, 14 CFR 11.89 
(31 FR 13697) § 39.13 of Part 39 of the 
Federal Aviation Regulations is amended 
by amending AD 76-13-10, as follows: 

Amend AD 76-13-10 as follows: 

(a) Delete the following wording in 
paragraph (a)(1); "for a length of 18 
inches outboard from the innermost at¬ 
tachment point at the fuselage," and "in 
accordance with Grumman American 
Aviation Corporation Ag-Cat Service 
Note No. 13" 

(b) Delete the following wording in 
paragraph (A)(3); "for a length of 12 
inches outboard from the strut clamps." 

(c> Add the following as a separate 
sentence under paragraph (e); Grum¬ 
man American Aviation Corporation 
Service Note No. 13 covers this same sub¬ 
ject. 
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This amendment is effective Novem¬ 
ber 30.1976. 

(Secs. 313(a), 601, 603, Federal Aviation Act 
of 1958 (49 U.S.C. 1354(a). 1421, 1423) ; sec. 
6(c), Department of Transportation Act (49 
U.S.C. 1655(c).) 

Issued in Jamaica, N.Y., on November 
16.1976. 

L. J. Cardinali, 

Acting Director , Eastern Region. 
[FR Doc.76-34630 Filed 11-24-76:8:45 amj 


| Docket No. 76-NE-37. Arndt. 39-27741 

PART 39—AIRWORTHINESS DIRECTIVES 
Lake Model LA-4-200 Airplanes 

Pursuant to the authority delegated to 
me by the Administrator (31 FR 13697), 
an airworthiness directive was adopted 
on October 15, 1976, and made effective 
immediately as to all known United 
States operators of Lake Model LA-4- 
200 airplanes. The directive requires the 
removal and replacement of the engine 
oil cooler if it is a Stewart Warner Model 
8406J, serial numbers 101 through 1500. 
These oil coolers may develop cracks re¬ 
sulting in a rapid loss of engine oil and 
subsequent engine stoppage. This AD has 
the recommendation and concurrence of 
the aircraft manufacturer. 

The Federal Aviation Administration 
has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact 
Statement under Executive Order 11821 
and OMB Circular A-107. 

Since it was found that immediate cor¬ 
rective action was required, notice and 
public procedure thereon was impracti¬ 
cable and contrary to the public interest 
and good cause existed for making the 
airworthiness directive effective imme¬ 
diately as to all known U.S. operators of 
LA-4-200 airplanes by individual airmail 
letter, dated October 15,1976. These con¬ 
ditions still exist and the airworthiness 
directive is hereby published in the Fed¬ 
eral Register as an amendment to 
§ 39.13 of Part 39 of the Federal Aviation 
Regulations to make it effective to all 
persons. 

Lake Aircraft, Division of Consolidated 
Aeronautics, Inc. Applies to aU Lake 
Model LA-4-200 airplanes certified In all 
categories equipped with Stewart Warner 
Model LA-4-200 airplanes certified In all 
categories equipped with Stewart Warner 
Model 8406J engine oU coolers. 

Compliance required as Indicated unless 
already accomplished. 

To preclude possible oU cooler failures al¬ 
lowing rapid loss of engine oU which could 
result In engine stoppage, accomplish the 
following: 

A. Before next flight of the affected air¬ 
planes, inspect the engine oU cooler (fluid 
fitting side) to determine whether It is a 
Model 8406J S/N 101 through 1500. 

1. If the oil cooler Is a Model 8406J S/N 
101 through 1500, prior to further flight, re¬ 
place this cooler with an FAA approved oil 
cooler not of the above model and serial 
number. 

2. If the oil cooler is not of the model and 
serial number listed above, make an entry In 
the aircraft maintenance records Indicating 


that this airworthiness dlreotive has been 
accomplished and the airplane may be re¬ 
turned to service. 

B. The Inspection afld maintenance record 
entry required by paragraph A2 may be ac¬ 
complished by holder of a phot's certificate 
issued under Part 61 of the Federal Aviation 
Regulations on any aircraft owned or op¬ 
erated by him. 

C. Equivalent methods of compliance with 
this AD may be approved by the Chief. En¬ 
gineering and Manufacturing Branch. FAA, 
New England Region. 

Note. —A ferry permit to accomplish a 
needed oil cooler replacement may be Issued 
under the provisions of FAR 21.197 by FAA 
District Offices, with appropriate limitations 

This amendment becomes effective 
immediately on November 26, 1976, for 
all persons except those to whom it was 
made effective immediately upon receipt 
of airmail letter dated October 15, 1976. 

(Secs. 313(a), 601, 603, Federal Aviation Act 
of 1958. (49 UB.C. 1354(a), 1421, and 1423), 
sec. 6(c), Department of Transportation 
Act, (49 U.S.C. 1655(c).) 

Issued in Burlington, Mass., on No¬ 
vember 15. 1976. 

Quentin S. Taylor, 
Director, New England Region. 

[FR Doc.76-34633 Filed ll-24-76;8:45 am] 


[Docket No. 76-NE-27, Arndt. 39-27761 

PART 39—AIRWORTHINESS DIRECTIVES 

Pratt & Whitney Aircraft Model JT9D 
Turbofan Engine 

A proposal to amend Part 39 of the 
Federal Aviation Regulations to include 
an airworthiness directive requiring a 
repetitive inspection of certain Pratt & 
Whitney Aircraft JT9D fan blades for 
foreign object damage, and providing a 
blade blending procedure if excessive 
damage is found, was published in the 
Federal Register on August 2, 1976. 
(41 FR 32239). 

Interested persons have been afforded 
an opportunity to participate in the 
making of the amendment. Several 
comments were received. Two commen¬ 
tators stated that the present wording 
of the AD did not give credit to opera¬ 
tors who inspect their fan blades prior 
to its effective date. We agree, there¬ 
fore, the compliance paragraph of the 
AD has been changed to add the words 
"unless already accomplished." Two 
commentators were concerned that the 
inspection requirement of paragraphs 1. 
2, and 3, might apply to the entire blade. 
It is the intent of the AD that the 
inspections be performed only on the 
critical areas of the fan blade as defined 
by PWA Alert Service Bulletin 4573. 
Therefore, the AD has been changed to 
reflect this. One commentator stated 
that the present wording of paragraph 2 
could have an interpretation other than 
intended. If either Service Bulletin 4124 
or 4262 has been complied with, and a 
blade is subsequently damaged and blend 
repaired, the blade could be eddy cur¬ 
rent inspected per the requirements of 
paragraph 3 (3500 hours). It is the in¬ 
tent of the AD that only those blades 
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reworked per the referenced PWA serv¬ 
ice bulletins and not damaged and 
blended, can go to the inspection inter¬ 
val of paragraph 3. The wording of 
these paragraphs has been changed to 
clarify their intent. 

The Federal Aviation Administration 
has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact 
Statement under Executive Order 11821 
and OMB Circular A-107. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (14 CFR 11.89), 
5 39.13 of the Federal Aviation Regula¬ 
tions is amended by adding the follow¬ 
ing new airworthiness directive: 

Pratt & Whitney Aircraft. Applies to all 
Pratt & Whitney Aircraft JT9D turbofan 
engines containing fan blades, part 
numbers 658931, 718431, 726221. 734721, 
735831. 735841, 740421, 740431, 740441. 

740521, 741131, 741141. 748231, 748321, 

748931, 750621, 750631. 758031, 758181. 

758191, 758221, 760631, 760641, 760721, 

760731, 760831. 760841, 760941, 761041, 

761121, 761131, and 761141. 

Compliance required as follows unless al¬ 
ready accomplished. 

To preclude failure of fan blades due to 
fatigue originating from undetected foreign 
object damage, inspect the critical areas of 
the blades in accordance with the procedures 
given in PWA ASB 4573, dated March 26. 
1976. or later PAA approved revision, as 
follows: 

1. Visually Inspect all fan blades within 
the next 600 hours time in service after the 
effective date of this AD. and every 600 hours 
time in service thereafter. 

2. Eddy current Inspect all fan blades that 
have been previously damaged and blend 
repaired within the next 600 hours time in 
service after the effective date of this AD. 

3. Eddy current Inspect fan blades re¬ 
worked per PWA Service Bulletins 4124 or 
4262. without prior or subsequent damage or 
blend repairs, within the next 3500 hours 
time in service after the effective date of 
this AD. 

If foreign object damage with a depth of 
.005 inch or more is found In the critical 
area, blend and inspect In accordance with 
Ootion 1 or Option 2 procedures given in 
PWA ASB No. 4573, dated March 26. 1976, 
or later PAA approved revision. 

Note. —The AD does not change the pres¬ 
ent fan blade blend lldilts given In the JT9D 
engine manual. 

Upon request- of the operator, an PAA 
maintenance Inspector, subject to prior ap¬ 
proval of the Chief, Engineering and Manu¬ 
facturing Branch. PAA New England Region, 
may adjust the repetitive Inspection inter¬ 
vals specified in this AD to permit compliance 
at an established inspection period of the 
operator if the request contains substan¬ 
tiating data to Justify the increase for that 
operator. 

The manufacturer's specifications and 
procedures identified and described in 
tills directive are incorporated herein 
and made a part hereof pursuant to 
5 U.S.C. 522(a)(1). All persons affected 
by this directive who have not already 
received these documents from the man¬ 
ufacturer may obtain copies upon re¬ 
quest to Pratt & Whitney Aircraft. Divi¬ 
sion of United Technologies Corporation. 
400 Main Street, East Hartford, Con¬ 
necticut 06108. These documents may 
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also be examined at Federal Aviation 
Administration, New England Region, 12 
New England Executive Park, Burling¬ 
ton, Massachusetts 01803, and at FAA 
headquarters, 800 Independence Avenue. 
SW, Washington, D.C. 

A historical file on this AD which in¬ 
cludes the incorporated material in full 
is maintained by the FAA at its head¬ 
quarters in Washington. D.C., and at the 
New England Region. 

This amendment becomes effective De¬ 
cember 30, 1976. 

(Sees. 313(a), 601, 603, Federal Aviation Act 
of 1958 (49 U.S.C. 1354(a), 1421, 1423), sec. 
6(c), Department of Transportation Act (49 
U.S.C. 1655(c).) 

Issued in Burlington, Mass., on No¬ 
vember 16,1976. 

Note. —The incorporation by reference 
provisions in this document was ap¬ 
proved by the Director of the Federal 
Register on June 19.1967. 

Quentin S. Taylor, 
Director . New England Region . 
(FR Doc.76-34631 FUed ll-24-76;8.45 am] 


(Docket No. 76-NE-28, Arndt. 39-2775] 

PART 39—AIRWORTHINESS DIRECTIVES 

Pratt & Whitney Aircraft Model JT8D 
Engines 

A proposal to amend Part 39 of the 
Federal Aviation Regulations to include 
an airworthiness directive requiring the 
removal of eighth stage compressor disk. 
P/N 496908. on Pratt & Whitney Air¬ 
craft Model JT8D engines prior to reach¬ 
ing 6000 cycles In service after the ef¬ 
fective date of this AD, or by Decem¬ 
ber 31, 1977. whichever comes later, was 
published in the Federal Register on 
August 2, 1976 (41 FR 32238), and for 
clarification, a supplemental notice was 
published in the Federal Register on 
October 14, 1976 (41 FR 45021). 

Interested persons have been afforded 
an opportunity to participate in the 
making of this amendment. The only 
objection received concerned the com¬ 
pliance date. The commentator re¬ 
quested that the compliance date be ex¬ 
tended one year, to December 31. 1978. 
to reduce the number of premature en¬ 
gine removals. As discussed in the no¬ 
tice. the December 31, 1977. date was 
selected only after careful consideration 
of all pertinent factors including safety 
considerations, parts availability, and 
the shop capability of the industry to ef¬ 
fect the change. After additional review 
of this entire matter of compliance time, 
the agency still considers that the De¬ 
cember 31. 1977. compliance date rep¬ 
resents the most appropriate compli¬ 
ance period for this AD in terms of the 
needs of safety and the ability of indus¬ 
try to complete the requested change. 
Accordingly, the compliance time is be¬ 
ing adopted as proposed. 

The Federal Aviation Administration 
has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact 
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Statement under Executive Order 11821 
and OMB Circular A-107. 

In consideration of the foregoing, and 
pursuant to the authority delegated to 
me by the Administrator (31 FR 13697), 
l 39.13 of Part 39 of the Federal Avia¬ 
tion Regulations is amended by adding 
the following new airworthiness direc¬ 
tive: 

Pratt & Whitney Aircraft. Applies to all 
Pratt & Whitney Aircraft JT8D -1, -1A. 
-IB. -7, -7A. -7B, -9, -9A, and -11 tur¬ 
bofan engines containing eighth stage 
compressor disk. P/N 496908. 

Compliance required as indicated. 

To prevent possible failure, remove from 
service the eighth stage compressor disk. 
P/N 496908, prior to reaching 6000 cycles in 
service since new. or by December 31, 1977, 
whichever comes later. The established life 
limit of 11,000 cycles is not to be exceeded. 

This amendment becomes effective 
December 27, 1976. 

(Secs. 313(a), 601, 603, Federal Aviation Act 
of 1958 (49 U.S.C. 1354(a). 1421. and 1423), 
sec. 6(c), Department of Transportation Act 
(49 U8.C. 1655(c).) 

Issued in Burlington, Mass., on No¬ 
vember 15, 1976. 

Quentin S. Taylor, 
Director . New England Region . 
(FR Doc.76-34632 FUed 11-24-76:8:45 am| 


(Airspace Docket No. 76-OL-34J 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES. CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Transition Area 

On page 41712 of the Federal Register 
dated September 23. 1976, the Federal 
Aviation Administration published a no¬ 
tice of proposed rulemaking which would 
amend $ 71.181 of Part 71 of the Federal 
Aviation Regulations so as to alter the 
transition area at Baraboo. Wisconsin. 

Interested persons were given thirty 
days to submit written comments, sug¬ 
gestions, or objections regarding the pro¬ 
posed amendment. 

No objections have been received and 
the proposed amendment is hereby 
adopted without change and is set forth 
below. 

This amendment shall be effective 0901 
G m.t, February 24, 1977. 

(See. 307(a), Federal Aviation Act of 1958 
(49 U.S.C. 1348); sec. 6(c), Department of 
Transportation Act, (49 US O. 1655(c))) 

Issued in Des Plaines. HI., on Novem¬ 
ber 3. 1976. 

Leon C. Daugherty. 

Acting Director , 
Great Lakes Region . 

In ft 71.181 141 FR 440), the following 
area is amended to read: 

Baraboo, Wisconsin 

That airspace extending upward from 700 
feet above the surface within an 11-mile 
radius of Baraboo-Wisconsin Dells Airport 
(latitude 43°31'30” N.: longitude 89°46T5" 
W.); within an 11-mile radius of the Reeds - 
burg Airport (latitude 43*31*44" N.; longi- 
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tude 89°59'O0" W.) and within a 10-mile 
radius of the Portage Airport (latitude 43* 
33*35" N.; longitude 89*23*58" W.). 

(FR Doc.76-34638 Filed 11-24-76:8:45 ami 


1 Airspace Docket No. 76-OL-351 

p AR T 71—DESIGNATION OF FEDERAL 
AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 
POINTS 

Designation of Transition Area 

On pages 42219 and 42220 of the Fed¬ 
eral Register dated September 27, 1976, 
the Federal Aviation Administration 
published a notice of proposed rulemak¬ 
ing which would amend 5 71.181 of Part 
71 of the Federal Aviation Regulations 
so as to designate a transition area at 
Boscobel, Wisconsin. 

Interested persons were given 30 days 
to submit written comments, suggestions 
or objections regarding the proposed 
amendment. 

No objections have been received and 
the proposed amendment is hereby 
adopted without change and is set forth 
below. 

This amendment shall be effective 0901 
G.m.t., February 24,1977. 

(Sec. 307(a). Federal Aviation Act of 1958 
(49 U B.C. 1348): sec. 6(c). Department of 
Transportation Act (49 U.S.C. 1655(c))) 

Issued in Des Plaines, HI., on Novem¬ 
ber 3,1976. 

Leon C. Daugherty, 

Acting Director , 
Great Lakes Region. 

In § 71.181 (41 FR 440), the following 
transition area is added: 

Boscobel, Wisconsin 

That airspace extending upward from 700* 
above the surface within an 8% mile ra¬ 
dius of the Boscobel Airport (latitude 
43*09*30" N; longitude 90°40'45" W). 

(FR Doc.76-34637 Filed 11-24-76:8:45 am| 


[ Airspace Docket No. 76-GL-36] 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS. AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Transition Area 

On page 42219 of the Federal Register 
dated September 27, 1976, the Federal 
Aviation Administration published a no¬ 
tice of proposed rule making which would 
amend § 71.181 of Part 71 of the Federal 
Aviation Regulations so as to alter the 
transition area at Lone Rock, Wisconsin. 

Interested persons were given 30 days 
to submit written comments, suggestions 
or objections regarding the proposed 
amendment. 

No objections have been received and 
the amendment as so proposed is hereby 
adopted, subject to the following change: 

Line 2 of the Lone Rock. Wisconsin, trail- 
8itipn area description recited as “above the 
surface within a 5.5 mile radius" is changed 
to read “above the surface within a 8.5 mile 
radius’*. 
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This amendment shall be effective 0901 
G.m.t., February 24, 1977. 

(Sec. 307(a). Federal Aviation Act of 1958 
(49 US.C. 1348); sec. 6(c), Department of 
Transportation Act. (49 U.S.C. 4655(c))) 

Issued in Des Plaines, HI., on Novem¬ 
ber 3. 1976. 

Leon C. Daugherty, 

Acting Director , 
Great Lakes Region. 

In if 71.181 (41 FR 4400, the following 
transition area is amended to read: 

Lone Rock, Wisconsin 

That airspace extending upward from 700* 
above the surface within a 8.5-mile radius 
of the Tri-County Airport (latitude 43*12'- 
36" N; longitude 90*11*06" W); within a 10- 
mile radius of the Richland Airport (lati¬ 
tude 43*16*55" N; longitude 90°16'62" W). 

(FR Doc.76-34636 Filed 11-24-76;8:45 ami 


(Airspace Docket No. 76-EA-76J 

PART 71—DESIGNATION OF FEDERAL 

AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 

POINTS 

Alteration of Control Zone 

The Federal Aviation Administration 
is amending § 71.171 of Part 71 of the 
Federal Aviation Regulations so as to 
alter the Latrobe, Pa., control zone (41 
FR 398). 

The Latrobe, Pa., part-time control 
zone is currently designated from 0700 
to 2200 hours, local time. The tower has 
expanded its operating hours to 0630- 
2200 hours, local time. It is necessary to 
alter the control zone hours designation 
to be coincident with the tower hours of 
operation. It would appear that the ex¬ 
tension of the time of control zone op¬ 
eration by 30 minutes is minor in nature, 
and relatively does not impose any ad¬ 
ditional burden on any person. Thus, no¬ 
tice and public procedure hereon are un¬ 
necessary. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations is 
amended, effective 0901 G.m.t. February 
24,1977, as follows: 

1. Amend % 71.171 of Part 71. Federal Avia¬ 
tion Regulations so as to alter the text of the 
Latrobe. Pennsylvania Control Zone by de¬ 
leting, “0700 to 2200 hours,” and by substi¬ 
tuting therefor, “0630 to 2200 hours,”. 

(Sec. 307(a). Federal Aviation Act of 1958 (72 
Stat. 749; 49 U.S.C. 1348). sec. 6(c), DOT Act 
(49 U.S.C. 1655(c)).) 

Issued in Jamaica, N.Y., on November 
11,1976. 

L. J. Cardinali, 

Acting Director , Eastern Region . 

(FR Doc.76-34635 Filed 11-24-76:8:45 am| 


(Airspace Docket No. 75-GL-23J 

PART 71—DESIGNATION OF FEDERAL 
AIRWAYS, AREA LOW ROUTES, CON¬ 
TROLLED AIRSPACE, AND REPORTING 
POINTS 

Correction 

In F.R. Doc. 75-17311, appearing on 
page 28076 in the Federal Register dated 


July 3, 1975, the sentences that permit 
the control zone times to be changed by 
a Notice to Airmen in the control zone 
designation was inadvertently omitted. 
The Rhinelander, Wisconsin, control 
zone has been a part-time zone since it 
was established and is listed in the Air¬ 
man’s Information Manual as a Part- 
Time Control Zone. The correction is 
supplied herein. 

Since this correction is minor in na¬ 
ture only and imposes no additional bur¬ 
den on the public, notice and public pro¬ 
cedure hereon are unnecessary. 

In consideration of the foregoing. Part 
71 of the Federal Aviation Regulations 
is amended effective immediately as 
hereinafter set forth: 

In 5 71.171 (41 FR 355), the following 
control zone is amended as follows: 

Rhinelander, Wisconsin 

Add: • • • This control zone la effective 
during the specific dates and times estab¬ 
lished in advance by a Notice to Airmen. The 
effective date and time wUl thereafter be 
continuously published in the Airman’s In¬ 
formation Manual. 

(Sec. 307(a) of the Federal Aviation Act of 
1958 (49 U.S.C. 1348), and of Sec. 6(c) of 
the Department of Transportation Act (49 
U.S.C. 1655(C)).) 

Issued in Des Plaines, Illinois on 
November 5. 1976. 

Leon C. Daugherty, 

Acting Director , 
Great Lakes Region. 

(FR Doc.76-34841 Filed ll-24-76;8:45 am( 


{Airspace Docket No. 76-WA-61 

PART 75—ESTABLISHMENT OF JET 
ROUTES AND AREA HIGH ROUTES 

Extension and Designation of Jet Routes; 
Correction 

In FR Doc. 76-29853 appearing at page 
44688 in the Federal Register of October 
12, 1976, the amendments concerning J- 
154 and J-200 of $ 75.100 are corrected 
by deleting “048*” and substituting 
“046 ,,, therefor. 

Issued in Washington, D.C., on Novem¬ 
ber 17.1976. 

William E. Broadwater. 

Chief , Airspace and Air 
Traffic Rules Division. 
|FR Doc.76-34634 Filed ll-24-76;8:45 am( 


l Docket No. 16282; Arndt. No. 1048! 

PART 97—STANDARD INSTRUMENT 
APPROACH PROCEDURES 

Recent Changes and Additions 

This amendment to Part 97 of the Fed¬ 
eral Aviation Regulations incorporates by 
reference therein changes and additions 
to the Standard Instrument Approach 
Procedures (SIAPs) that were recently 
adopted by the Administrator to promote 
safety at the airports concerned. 

The complete SIAPs for the changes 
and additions covered by this amend¬ 
ment are described in FAA Forms 8260-3. 
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8260-4, or 8260-5 and made a part of the 
public rule making dockets of the FAA 
in accordance with the procedures set 
forth in Amendment No. 97-696 (35 FR 
5609). 

SIAPs are available for examination 
at the Rules Docket and at the National 
Flight Data Center, Federal Aviation 
Administration, 800 Independence Ave¬ 
nue. SW., Washington, D.C. 20591. Copies 
of SIAPs adopted in a particular region 
are also available for examination at the 
headquarters of that region. Individual 
copies of SIAPs may be purchased from 
the FAA Public Information Center, AIS- 
230, 800 Independence Avenue. SW., 
Washington, D.C. 20591 or from the ap¬ 
plicable FAA regional office in accord- 
anc e wit h the fee schedule prescribed in 
49 CFR 7.85. This fee is payable in 
advance and may be paid by check, draft, 
or postal money order payable to the 
Treasurer of the United States. A weekly 
transmittal of all SIAP changes and ad¬ 
ditions may be obtained by subscription 
at an annual rate of $150.00 per annum 
from the Superintendent of Documents. 
U.S. Government Printing Office. Wash¬ 
ington. D.C. 20402. Additional copies 
mailed to the same address may be or¬ 
dered for $30.00 each. 

Since a situation exists that requires 
immediate adoption of this amendment, 
I find that further notice and public 
procedure hereon is impracticable and 
good cause exists for making it effective 
in less than 30 days. 

In consideration of the foregoing. Part 
97 of the Federal Aviation Regulations 
is amended as follows, effective on the 
dates specified: 

§97.23 [Amended] 

1. Section 97.23 is amended by originat¬ 
ing, amending, or canceling the following 
VOR-VOR/DME SIAPS. effective Jan¬ 
uary 13,1977. 

Crescent City. CA—Jack McNamara Field, 
VOR Rwy 11, Aindt. 6 

Crescent City. CA—Jack McNamara Field. 
VOR^DME Rwy 11, Arndt. 8 

• • • effective January 6,1977. 

Fatrhope. AL—Fatrhope Municipal Arpt., 
VOR/DME-A, Arndt. 2 

Naples, FL—Naples Muni Arpt., VOR/DME-A, 
Amdt. 1 

White Plains, NY—Westchester County, 
VORTAC Rwy 23. Orlg. 

Hyannis, MA—Barnstable Municipal Arpt., 
VOR Rwy 6, Amdt. 2. 

Hyannis. MA—Barnstable Municipal Arpt., 
VOR Rwy 24. Amdt. 7 

Easton, PA—Easton Arpt., VOR-A. Original 

• • • effective December 30,1976 . 

Kissimmee. FL—Kissimmee Municipal Arpt.. 

VOR/DME-A. Amdt. 1 

Moultrie. GA—Moultrle-ThomasvUle Arpt., 
VOR Rwy 4. Amdt. 7 

Moultrie. GA—Moultrie-Thomas ville Arpt., 
VOR Rwy 22, Amdt. 6 

• • • effective December 9,1976. 

Muncle, IN—Delaware County-Johnson 
Field. VOR Rwy 20. Amdt. 6 
Ooodland. KS—Renner Field (Goodland 
Muni). VOR Rwy 30. Amdt. 1 


§97.25 [Amended] 

2. Section 97.25 is amended by originat¬ 
ing. amending, or canceling the follow¬ 
ing SDF-LOC-LDA SIAPs, effective Jan¬ 
uary 13,1977. 

Oxnard, CA—Ventura County. LOC Rwy 25. 
Original cancelled 

Vancouver. WA—Pearson Airpark, LDA BC 
Rwy 8. Amdt. 1 

• • # effective December 30,1976. 

Aniak. AK—Aniak Arpt., LOC/DME-A. Orig¬ 
inal. cancelled 

• • • effective December 9,1976. 

Goodland. KS—Renner Field (Ooodland 
Muni). LOC Rwy 30. Original 

• • * effective November 11,1976. 

Homer, AK—Homer Arpt., LOC/DME Rwy 3. 
Amdt. 4 

§97.27 [Amended] 

3. Section 97.27 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing NDB/ADF SIAPS. effective Jan¬ 
uary 13,1977. 

Ponape Island-Caroline Islands. Ponape Int’l 
Arpt.. NDB-A, Amdt. 1, cancelled 

• * • effective January 6,1977 . 

Naples, FL—Naples Muni Arpt., NDB Rwy 4, 
Amdt. 1, cancelled 

Naples. FL—Naples Muni Arpt., NDB Rwy 22. 
Amdt. 1. cancelled 

Chicago, IL—Chicago O'Hare Int’l Arpt., NDB 
Rwy 14L, Amdt. 18 

Chicago, IL—Chicago O'Hare Infl Arpt., NDB 
Rwy 14R, Amdt. 16 

Hyannis. MA—Barnstable Muni Arpt., NDB 
Rwy 24, Amdt. 6 

Worcester. MA—Worcester Muni Arpt., NDB 
Rwy 11. Amdt. 7 

Aiken. SC—Aiken Muni Arpt., NDB Rwy 24. 
Orig. 

Aiken, SC—Aiken Muni Arpt., NDB-A, Amdt. 
3. cancelled 

• • • effective December 30,1976. 

Kissimmee, FL—Kissimmee Muni Arpt., NDB 
Rwy 15, Amdt. 3 

ThomasvlUe. OA—ThomasvUle Muni Arpt., 
NDB Rwy 22, Amdt. 2 

• • • effective December 9,1976. 

Sylacauga. AL—Lee Merkle Field, NDB-A, 
Orlg. 

Muncle. IN—Delaware County-Johnson Field. 
NDB Rwy 32, Amdt. 1 

Goodland, KS—Renner Field (Goodland 
Muni). NDB Rwy 30, Original 
Columbus. OH—Bolton Field, NDB Rwy 3. 
Amdt. 2 


• • # effective December 2,1976. 

Alpena, MI—Phelps-Colllns Arpt., NDB Rwy 
33, Original 

4 * • November 18.1976. 

Pittsburgh. PA—Allegheny County, NDB Rwy 
27. Amdt. 18 

• • • effective November 11,1976. 

Homer. AK—Homer Muni Arpt., NDB-A, 
Amdt. 1 

§97.29 [Amended] 

4. Section 97.29 is amended by origi¬ 
nating. amending, or canceling the fol¬ 


lowing ILS SIAPS, effective January 13, 
1977. 

Crescent City, CA—Jack McNamara Field, 
ILS/DME Rwy 11. Amdt. 2 
Oxnard, CA—Ventura County. ILS Rwy 25. 
Amdt. I 

Hillsboro, OR—Portland-Hillsboro Arpt., ILS 
Rwy 12, Amdt. 1 

• • • effective January 6,1977. 

Chicago, IL—Chicago O'Hare Int’l Arpt., ILS 
Rwy 14L, Amdt. 23 

Chicago, IL—Chicago O'Hare Inti Arpt., ILS 
Rwy 14R, Amdt. 22 

Hyannis. MA—Barnstable Muni Arpt., ILS 
Rwy 24, Amdt. 11 

Worcester. MA—Worcester Muni Arpt., ILS 
Rwy 11. Amdt. 7 

Syracuse. NY—Syracuse Hancock Int’l Arpt., 
ILS Rwy 10. Amdt. 1 

• • • effective December 30,1976. 

Aniak. AK—Aniak Arpt.. ILS/DME Rwy 10. 
Original 

• • • effective December 9,1976. 

Columbus. OH—Bolton Field, ILS Rwy 3. 
Original 

• • • effective December 2,1976. 

Alpena, MI—Phelps-Colllns Arpt., ILS Rwy 
36. Original 

§97.31 [Amended] 

5. Section 97.31 is amended by origi¬ 
nating, amending, or canceling the fol¬ 
lowing RADAR SIAPs, effective January 

6 . 1977. 

Chicago, IL—Chicago O’Hare Int’l Arpt., 
Radar-1. Amdt. 32 

§ 97.33 [Amended] 

6. Section 97.33 is amended by origi¬ 
nating. amending, or canceling the fol¬ 
lowing RNAV SLAPs, effective December 
9, 1976 . 

Goodland, KS—Renner Field (Goodland 
Muni), RNAV 12. Amdt. 1 

Correction: In Docket Number 16026, 
amendment Number 1034 to Part 97 of 
the Federal Aviation Regulations, pub¬ 
lished in the Federal Register dated 
Monday August 23, 1976 on page 35479 
under section 97.33 • • • Change effective 
date of Petersburg, AK—Petersburg Arpt 
NDB-A Original and Petersburg. AK— 
Petersburg Arpt NDB-A Amdt 2 can¬ 
celled from November 4, 1976 to Decem¬ 
ber 30.1976. 

Correction: In Docket Number 16243, 
amendment Number 1046, to Part 97 of 
the Federal Aviation Regulations, pub¬ 
lished in the Federal Register dated 
Thursday, November 11, 1976 on page 
49806 under section 97.23 • • • Change 
effective date of St. Augustine, FL—St. 
Augustine Arpt VOR Rwy 13 Amdt 1, and 
St. Petersburg. FL—Albert Whitted Arpt 
VOR Rwy 18 Amdt 4 to December 30, 
1976; Muncie, IN—Delaware County- 
Johnson Field VOR Rwy 14. Amdt. 9 and 
Muncie, IN—Delaware County-Johnson 
Field VOR Rwy 32 Amdt. 7 to December 
9, 1976; and under section 97.27 • • • 
Change effective date of Tampa, FL— 
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Peter O. Knight Arpt NDB Rwy 3 Amdt 
7 to December 30,1976. 

(Sec 8. 307,313, 601,1110, Federal Aviation Act 
of 1958: 49 U.8.C. 1438. 1354, 1421. 1510. and 
See. 6(c) Department of Transportation Act. 
49 U.S.C. 1655(c).) 

Issued in Washington, D.C., on Novem¬ 
ber 18, 1976. 

James M. Vines. 

Chief, Aircraft 
Programs Division. 

Not*. —Incorporation by reference provi¬ 
sions In 5197.10 and 97.20 approved by the 
Director of the Federal Register on May 12, 
1969, (35 FR5610). 

|FR Doc.76-34842 Filed 11-24-76:8:45 am) 


CHAPTER II—CIVIL AERONAUTICS 
BOARD 

SUBCHAPTER B—PROCEDURAL REGULATIONS 

| Reg. PR-160; Amdt. 3; Docket No. 296261 

PART 300—RULES OF CONDUCT IN 
BOARD PROCEEDINGS 

Amendment to Reissuance of Part 

Correction 

In FR. Doc. 76-32102, appearing at 
page 48116 in the issue for Tuesday, No¬ 
vember 2, 1976, make the following 
changes: 

1. The bracketed material should read 
as set forth above. 

2. On page 48118, in the second column, 
in paragraph (b) of § 300.2, the 9th line 
which now reads “sition, or issuance of a 
relevant Board” should read “affiliated 
with the Board as a Board”. 

Title 20—Employees' Benefits 

CHAPTER III—SOCIAL SECURITY ADMIN¬ 
ISTRATION, DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 

|Reg. No. 5. further amended) 

PART 405—FEDERAL HEALTH INSUR¬ 
ANCE FOR THE AGED AND DISABLED 

Provider Reimbursement Determinations 
and Appeals 

On June 24, 1975, there was published 
in the Federal Register (40 FR 26540) a 
Notice of Proposed Rule Making with 
proposed amendments to Subp arts C, D, 
and R of Regulations No. 5 (20 CFR Part 
405), (1) implementing section 3 of Pub. 
L. 93-484 which amended section 1878(f) 
of the Social Security Act, and granted 
providers the right to obtain judicial re¬ 
view of any final decision of the Provider 
Reimbursement Review Board, or of any 
reversal, affirmance, or modification by 
the Secretary; (2) modifying the lan¬ 
guage in 5 405.1845(d) to more clearly 
show that Board hearings may be con¬ 
ducted by one or more Board members; 
(3) correcting cross-references in 5 405.- 
371(c); and (4) amending 5 405.1875(e) 
to provide that any further review action 
by the Secretary after a remand to the 
Board shall be limited to the same 60 
days applicable to an initial Board 
decision. 

Interested persons were given 30 days 
within which to submit written com¬ 


ments or suggestions thereon. Only one 
party submitted comments, and those 
were considered in preparing the final 
regulations. The commenter suggested 
that we limit the time within which the 
Board must act on cases remanded by 
the Secretary. The Secretary has never 
exercised the remand authority and he 
has determined that remand to the 
Board is not administratively feasible 
.within the time constraints imposed by 
section 1878(f) of the 8ocial Security Act, 
as amended by Pub. L. 93-484. There¬ 
fore, the provision for remand <5 405.- 
1875(e)) has been deleted from the regu¬ 
lations, making the point of the public 
comment moot. Since the change merely 
deletes a superfluous provision without 
affecting the rights of providers, good 
cause exists to dispense with a further 
Notice of Proposed Rule Making. 

Section 405.1875(c) of the existing 
regulations, dealing with the finality of 
an affirmance by the Secretary of a deci¬ 
sion of the Board, is being deleted as in¬ 
consistent with the Judicial review 
amendments made by Pub. L. 93-484. 
(An explicit reference to its revocation in 
the notice of June 24, 1975, was inad¬ 
vertently omitted.) Since this change is 
of a minor and technical nature and does 
not adversely affect the rights of pro¬ 
viders, good cause exists to dispense with 
a further Notice of Proposed Rule Mak¬ 
ing. 

Paragraph (d> of 5 405.1875 as pro¬ 
posed has been designated paragraph 
(c). 

Therefore, having considered the com¬ 
ment received, the proposed regulations 
are hereby adopted with these deletions 
and minor editorial changes in the inter¬ 
est of greater clarity and are set forth 
below. 

(Seca. 1102. 1871, 1878 of the 8oclal Secu¬ 
rity Act. 49 8tat. 647, as amended. 79 Stat. 
831, as amended, and 86 8tat. 1421, as 
amended; 42 UJB.C. 1302. 1395hh, and 

1395oo.) 

Effective date: These amendments 
shall be effective December 27, 1976. 

(Catalog of Federal Domestic Assistance 
Program No. 13.800. Health Insurance for 
the Aged—Hospital Insurance.) 

Dated: August 30, 1976. 

JAROLD A. KlEFFER. 

Acting Commissioner of 
Social Security. 

Approved: November 12. 1976. 

Marjorie Lynch. 

Acting Secretary of Health, 
Education , and Welfare . 

Regulations No. 5 of the 8ocial Secu¬ 
rity Administration (20 CFR Part 
405). as amended, is further amended as 
follows: 

1. Paragraph <c) of 5 405.371 is re¬ 
vised to read as follows: 

§ 405.371 Proceeding for suspension. 

• • * 9 • 

<c) Notice of amount of program re¬ 
imbursement. The provisions of para¬ 


graph (a) of this section shall not apply 
where the intermediary, after furnish¬ 
ing a provider a written notice of the 
amount of program reimbursement pur¬ 
suant to 5 405.1803, suspends payment 
under paragraph (b) of such 5 405.1803. 

2. Paragraphs (a) and (b)(2)(iii) of 
5 405.419 are revised to read as follows 

§ 405.419 Interest expense* 

(a) Principle. Necessary and proper 
interest on both current and capital in¬ 
debtedness is an allowable cost. However, 
interest cost incurred as a result of 
Judicial review by a Federal court (as 
described in 5 405.454(1)) is not an allow¬ 
able cost 

(b) Definitions. • • • 

(2) Necessary. Necessary requires that 
the interest: • • • 

(iii) Be reduced by investment income 
except where such income is from gifts 
and grants, whether restricted or 
unrestricted, and which are held sepa¬ 
rate and not commingled with other 
funds. Income from funded depreciation 
or provider’s qualified pension fund 1s 
not used to reduce interest expense. In¬ 
terest received as a result of Judicial 
review by a Federal court (as described 
in 5 405.454(1)) is not used to reduce in¬ 
terest expense. 

• • • • • 

3. Section 405.454(1) is added to read 
as follows: 

§ 405.454 Payment* to providers. 

• i • • • 

(1) Interest payments resulting from 
judicial review. (1) Application. Where 
a provider of services seeks Judicial re¬ 
view by a Federal court (see 5 405.1877) 
of a decision rendered by the Provider 
Reimbursement Review Board or subse¬ 
quent reversal, affirmance, or modifica¬ 
tion by the Secretary, the amount of any 
award of such Federal court shall be in¬ 
creased by interest payable by the party 
against whom the judgment is made (see 
5 405.419 for treatment of interest). The 
interest is payable for the period begin¬ 
ning on the first day of the first month 
following the 180-day period which be¬ 
gan on either the date the intermediary 
made a final determination or the date 
the intermediary would have made a 
final determination had it been done 
on a timely basis <see 55 405.1835<b> and 
405.1841(a)). 

(2) Amount due. Section 1878<f) of 
the Act, 42 U.S.C. 1395oo(f>, authorizes 
a court to award interest in favor of the 
prevailing party on any amount due as 
a result of the court's decision. If the 
intermediary withheld any portion of th* 
amount in controversy prior to the date 
the provider seeks judicial review by a 
Federal court, and the health insurance 
program is the prevailing party, interest 
Is payable by the provider only on 
the amount not withheld. Similarly, 
where the health insurance program 
seeks to recover amounts previously paid 
to a provider, and the provider is the 
prevailing party, interest on the amounts 
previously paid to a provider is not 
payable by the health insurance program 
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since that amount had been paid 
and is not due the provider. 

(3) Rate. The amount of interest to be 
paid is equal to the rate of return on 
equity capital (see $ 405.429) in effect 
for the month in which the civil action 
is commenced. 

Example: An intermediary made a final 
determination on the amount of health in¬ 
surance program reimbursement on June 15, 
1974. and the provider appealed that deter¬ 
mination to the Provider Reimbursement 
Review Board. The Board heard the appeal 
and rendered a decision adverse to the pro¬ 
vider. On October 28, 1974, the provider 
commenced civil action to have such de¬ 
cision reviewed. The rate of return on equity 
capital for the month of October 1974 was 
11.625 percent. The period for which interest 
is computed begins on January 1. 1975, and 
the Interest beginning January 1,1975, would 
be at the rate of 11.625 percent per annum. 


Board, or of any reversal, affirmance, or 
modification of a Board decision by the 
Secretary, by a civil action commenced 
against the Secretary within 60 days of 
the date on which notice of any final 
decision by the Board or of any reversal, 
affirmance, or modification by the Secre¬ 
tary is received. Such action shall be 
brought in the District Court of the 
United States for the judicial district in 
which the provider is located or in the 
District Court for the District of Colum¬ 
bia. Process shall be served in accordance 
with 45 CFR Part 4. 

(FR Doc.76-34806 Filed 11-24-76;8:45 ami 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 


4. Paragraph <d) of $ 405.1845 is re¬ 
vised to read as follows: 

§ 405.1845 Composition of Board. 

• • • • • 

(d) A quorum shall be required for the 
rendering of Board decisions. Three 
members, at least one of whom is rep¬ 
resentative of providers of services, shall 
be required to constitute a quorum. The 
Chairman of the Board, with approval 
of the provider, may designate one or 
more Board members to conduct any 
hearing and to prepare a recommended 
decision (where less than a quorum con¬ 
ducts the hearing). (See $ 405.1869.) 

5. Paragraph (b> of § 405.1871 is re¬ 
vised to read as follows: 

§405.1871 Board hearing decision and 
notice. 


• • * * * * § m 

(b) The decision of the Board pro¬ 
vided for in paragraph (a) of this sec¬ 
tion shall be final and binding upon all 
parties to the hearing before the Board 
unless it is reviewed by the Secretary in 
accordance with § 405.1875, or revised'in 
accordance with § 405.1885. 

6. Section 405.1875 is revised to read 
as follows: 

§ 405.1875 Secretary’s review. 

(a) The Secretary, on his own motion 
and at his discretion, may elect to re- 
view any decision of the Board. A right 
to such review does not vest in parties to 
the Board’s hearing. 

(b) The Secretary will promptly notify 
all parties to the Board’s hearing of his 
election to review the Board’s decision 
and of the result of such review. 

(c) **Lhe Secretary reverses, affirms, 
or modifies a decision of the Board, he 
must do so within 60 days after notifi¬ 
cation to the provider of the Board’s 


7. Section 405.1877 is revised to re 
as follows: 

§ 405.1877 Judicial review. 

SfUon 1878(f) of the Act. 42 US 
139500(f). permits providers to obtain 
dicial review of any final decision of i 


SUBCHAPTER E—ANIMAL DRUGS, FEEDS, 
AND RELATED PRODUCTS 

(Docket No. 76N-0002j 

PART 522—IMPLANTATION OR INJECT¬ 
ABLE DOSAGE FORM NEW ANIMAL 
DRUGS NOT SUBJECT TO CERTIFICA¬ 
TION 

PART 558—NEW ANIMAL DRUGS FOR 
USE IN ANIMAL FEEDS 

Diethylstilbestrol 

The Food and Drug Administration is 
amending the new animal drug regula¬ 
tions to reflect the decision announced 
elsewhere In this issue of the Federal 
Register to withdraw approval of cer¬ 
tain new animal drug applications for 
use of diethylstilbestrol in animals used 
for human consumption. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (secs. 409. 505, 
507. 512, 52 Stat. 1052-1053 as amended, 
59 Stat. 463 as amended. 72 Stat. 1785- 
1788 as amended, 82 Stat. 343-351 (21 
U.S.C. 348, 355, 357, 360b)) and the Ani¬ 
mal Drug Amendments of 1968 (sec. 108 
(b) (2), 82 Stat. 353) and under author¬ 
ity d elegated to the Commissioner (21 
CFR 5.1) (recodiflcation published in the 
Federal Register of June 15. 1976 (41 
FR 24262)), Title 21 of the Code of Fed¬ 
eral Regulations is amended as follows: 

1. In Part 522. 5 522.640 is amended by 
revising paragraphs (b) and (d) to read 
as follows: 

§ 522.640 Diethylstilbestrol. 

• • • • • 

(b) SpoTtsors. For the conditions of use 
set forth in paragraph (d)(1) of this sec¬ 

tion, see Nos. 011801 and 024264 in 

§ 510.600(c) of this chapter. For the con¬ 
ditions of use set forth in paragraph (d) 

(2) of this section, see Nos. 000856 and 
011801 in § 510.600(c) of this chapter; 
Vineland Laboratories, Inc., Subsidiary 
of Damon, 2285 E. Landis Ave., Vineland, 
N.J. 08360; and O. M. Franklin Serum 
Co.. P.O. Box 22335, Denver, Colo. 80222. 
For the conditions of use set forth in 
paragraph (d)(3) of this section, see 
Vineland Laboratories, Inc., Subsidiary 
of Damon, 2285 E. Landis Ave., Vineland, 
N.J. 08360. 


(d) Conditions of use. (1) It is used as 
a subcutaneous ear implantation for 
lambs as follows: 

(1) Amount per dose. 3 milligrams. 

<ii> Indications for use. Increased rate 

of gain and improved feed efficiency. 

(ill) Limitations. Not for use in breed¬ 
ing animals: implantation should be 
made at the start of the feeding period or 
approximately 70 days before marketing; 
implant one 3-milligram pellet per 
animal. 

(2) It is used as a subcutaneous ear 
implantation for cattle as follows: 

(i) Amount per dose. 30 milligrams. 

(ii) Indications for use. Increased rate 
of gain and improved feed efficiency. 

(iii) Limitations. Not for use in breed¬ 
ing animals; implantations should be 
made at the start of the feeding period 
or approximately 120 days before mar¬ 
keting; insert two 15-milligram pellets 
per animal. 

(3) It is used as a subcutaneous ear 
implantation for cattle as follows: 

(i) Amount per dose. 36 milligrams. 

(ii) Indications for use. Increased rate 
of gain and improved feed efficiency. 

(iii) Limitations. Not for use in breed¬ 
ing animals; implantations should be 
made at the start of the feeding period 
or approximately 120 days before mar¬ 
keting; insert three 12-milligram pellets 
per animal. 

§ 558.225 [Amended] 

2. In Part 558, 5 558.225 Diethylstilbes¬ 
trol is amended by changing the sponsor 
No. “000986” in paragraph (a) to read 
“011801”, and deleting sponsor No. “000- 
986” from the table in paragraph (e) 
(l)(ii). 

Effective date. This regulation shall be¬ 
come effective December 27, 1976. 

(Secs. 409, 605. 507, 512, 52 Stat. 1052-1053 
as amended, 50 8tat. 463 as amended. 72 Stat. 
1785-1788 as amended. 83 Stat. 343-351 (21 
U.S.C. 348. 355, 357, 360b).) 

Dated: November 23,1976. 

Sherwin Gardner, 

Acting Commissioner of 
Food and Drugs. 
(FR Doc.76-34966 Filed 11-24-76; 8:45 am] 


(Docket No. 76N-04311 

PART 540—PENICILLIN ANTIBIOTIC 
DRUGS FOR ANIMAL USE 

Metibiotic Foam and Metibiotic Infusion; 

Revocation of Antibiotic Certification 

Provisions and Related Regulations 

The Director of the Bureau of Vet¬ 
erinary Medicine is revoking the anti¬ 
biotic certification provisions providing 
for the use of Metibiotic Foam (NADA 
65-007V) and Metibiotic Infusion 
(NADA 65-074V) which are the subjects 
of a notice of withdrawal of approval 
published elsewhere in this issue of the 
Federal Register. Because approval of 
the new animal drug applications for 
the products is being withdrawn, the 
corresponding antibiotic certification 
provisions for use of the products, cited 
in the notice of opportunity for hear- 
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ing proposing to withdraw the approv¬ 
als, are also being revoked. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i), 82 
6tat. 347 (21 U.S.C. 360b(i))), and pur¬ 
suant to the authority delegated to the 
Commissioner of Food and Drugs and 
redelegated to the Director of the Bu¬ 
reau of Veterinary Medicine (21 CFR 
5.29), Part 540 is amended as follows: 

§ 5-10.274* [Amended] 

1. In § 540.274e Procaine penicillin and 
streptomycin in oil; procaine penicillin 
and dihydrostreptomycin in oil by de¬ 
leting the last sentence in paragraph 
(a) (1) (ii), which reads, "If it is intended 
solely for udder instillations of cattle, it 
may be packaged in containers with one 
or more suitable inert gases." 

§ 540.874d [ Revoked) 

2. By revoking 8 540.874d Procaine 
penicillin and streptomycin in oil; pro¬ 
caine penicillin and dihydrostreptomycin 
in oil. 

Effective date. This amendment shall 
be effective November 26. 1976. 

(Sec. 512(1), 82 Stat. 347 (21 UJS.C. 360b(l)).) 

Dated: November 18,1976. 

C. D. Van Houweung, 
Director , Bureau of 
Veterinary Medicine. 

| PR DOC.76-34794 Filed 11-24-76:8:45 amj 


|PRL 649-3; FAP6H5125/T20A1 

PART 561—TOLERANCES FOR PESTI¬ 
CIDES IN ANIMAL FEEDS ADMINIS¬ 
TERED BY THE ENVIRONMENTAL PRO¬ 
TECTION AGENCY 

Glyphosate; Correction 

In FR Doc. 76-24692 which appeared 
on September 17, 1976 <41 FR 40100), 
line 4 of 5 561.253(b)(1) should include 
ellipses marks following the word ‘'sec¬ 
tion" to read as follows: "section • • 
and also in paragraph (b) (1) the toler¬ 
ance of 0.5 ppm for residues of glyphos¬ 
ate in dried citrus pulp should appear as 
0.4 ppm. 

Dated: November 18,1976. 

Edwin L. Johnson, 
Depuiy Assistant Administrator 
for Pesticide Programs. 

|FR Doc.76-34901 Filed 11-24-76:8:46 ami 


Title 39—Postal Service 

CHAPTER |—UNITED STATES POSTAL 
SERVICE 

PART 265—RELEASE OF INFORMATION 
Additional Records Available to the Public 

Executive Order 11920, "Establishing 
Executive Branch Procedures Solely for 
the Purpose of Facilitating Presidential 
Review of Decisions Submitted to the 
President by the Civil Aeronautics 
Board", was signed by the President on 
June 10, 1976. Section 5 provides that 
departments and agencies outside of the 
Executive Office of the President which 
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regularly make xecommendations to the 
President in connection with his review 
pursuant to section 801 of the Federal 
Aviation Act. as amended (49 U.S. Code 
1461) t shall (a) establish public dockets 
for all written communications (except 
those which require confidential treat¬ 
ment for reasons of defense or foreign 
policy) between their officers and em¬ 
ployees and private parties in connection 
with the preparation of such recommen¬ 
dations, and (b) establish such other 
procedures governing oral and written 
communications as they deem appropri¬ 
ate. 

The United States Postal Service has 
not regularly made recommendations to 
the President in section 801 cases in the 
past. However, it may make recommen¬ 
dations from time to time. Consistent 
with the policy of the Executive Order, 
the Postal Service will make available to 
the public the written communications 
described above and summaries of oral 
communications of a similar c hara cter. 

This document amends 39 CFR 265.6 
(a)(4)(i) (40 FR 7332. February 19, 
1975), which establishes the Freedom of 
Information Act public index of the 
Postal Service, to provide that the index 
shall include, in addition to specific cate¬ 
gories of records already described in 
that provision, such additional materials 
as the Postal Service from time to time 
may choose to index and make available 
under 5 265.6(a). Materials described 
above relating to public communications 
with respect to Postal Service recom¬ 
mendations to the President will be in¬ 
cluded in the index and will be available 
to the public in the manner set forth 
in 5 265.6(a). 

Accordingly, the following amendment 
is effective immediately: 

Section 265.6(a) (4) (i) of Title 39. 
CFR, is revised to read as follows: 

§ 265.6 Availability of record*. 

(a) • ♦ • 

(4) Public index, (i) A public index Is 
maintained in the Headquarters Library 
of all final opinions and orders made by 
the Postal Service in the adjudication of 
cases. Postal' Service policy statements 
which may be relied on as precedents in 
the disposition of cases, administrative 
staff manuals and instructions that affect 
the public, and other materials which 
the Postal Service elects to index and 
make available to the public upon request 
in the manner set forth in paragraph (a) 
of this section. 

• • • • 

(39 U.8.C. 401.) 

Roger P. Craig, 
Deputy General Counsel. 

|PR Doc.76-34827 Filed 11-24-76,8:45 ami 


Title 42—Public Health 

CHAPTER I—PUBLIC HEALTH SERVICE, 
DEPARTMENT OF HEALTH, EDUCA¬ 
TION, AND WELFARE 

PART 38—DISASTER ASSISTANCE FOR 
CRISIS COUNSELING AND TRAINING 

On April 16, 1976, there was published 
in the Federal Register (41 FR 16169) 


a notice of proposed rulemaking setting 
forth procedures to implement section 
413 of Pub. L. 93-288. the Disaster Re¬ 
lief Act of 1974 (42 U.S.C. 5183), which 
authorizes the President, through the 
National Institute of Mental Health, "to 
provide professional counseling services, 
including financial assistance to States 
or local agencies or private mental health 
organizations to provide such services or 
training of disaster workers, to victims 
of major disasters in order to alleviate 
mental health problems caused or ag¬ 
gravated by major disasters or their 
aftermath." 

On July 11, 1974, the President dele¬ 
gated his authority under Section 413 
and other provisions of the Disaster Re¬ 
lief Act of 1974 to the Secretary of Hous¬ 
ing and Urban Development (Executive 
Order No. 11795, 39 FR 25939, as amend¬ 
ed by Executive Order No. 11910, 41 FR 
15681) . The authority to promulgate reg¬ 
ulations for the implementation of Sec¬ 
tion 413 of Pub. L. 93-288 was delegated 
to the Secretary of Health, Education, 
and Welfare by the Secretary of Housing 
and Urban Development on March 7. 
1975 (40 FR 10705). The citation of au¬ 
thority in the regulations has been 
amended to include these delegations. 

In addition, 5 38.3(d) has been amend¬ 
ed to clarify that the recommendation 
of the Secretary of Health, Education, 
and Welfare is a prerequisite to an ex¬ 
tension of the 180 day time limitation 
on grants and contracts by either the 
Regional Director or the Administrator. 

As set forth in § 38.1(b). the activities 
to be carried out under the regulations 
are subject to all applicable provisions 
of the Disaster Relief Act of 1974 and the 
implementing regulations, 24 CFR Part 
2205, promulgated by the Administrator 
of the Federal Disaster Assistance Ad¬ 
ministration and are subject to the gen¬ 
eral policy guidance and coordination of 
the Administrator. The regulations do 
not change the existing Federal Disaster 
Assistance Administration (FDAA) and 
Department of Health, Eduction, and 
Welfare (HEW) policies which provide 
for the involvement and assistance of 
FDAA and HEW regional health officers 
in the implementation of the crisis 
counseling and training program. 

Ten responses were received within the 
thirty day period following publication 
of the notice of proposed rulemaking in 
the Federal Register. All comments with 
respect to the proposed revision were 
given due consideration. Six of the re¬ 
spondents suggested an extension of the 
program to encompass pre-disaster or 
pre-crisis training; one asked that public 
notices be provided by way of newspaper 
advertisements to alert communities to 
available services; one emphasized the 
need for program accountability, re¬ 
questing the State agencies be designated 
to conduct ongoing monitoring of pro¬ 
grams; one suggested that training take 
place through mental health programs 
in the community to meet local needs 
and provide continuity of care; and an¬ 
other stated complete support for the 
program. These comments have not re¬ 
quired any changes in the proposed rules 
for the reasons set forth below. 
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1. With respect to pre-crisis training, 
it has been determined that priority must 
be given to the adequate operation of 
essential disaster and post-disaster pro¬ 
grams. If experience indicates that avail¬ 
able funds exceed the needs of these 
programs, this determination will be re¬ 
considered. 

2. Contained within some of the com¬ 
ments which stressed the need for pre¬ 
crisis training were statements regard¬ 
ing the engagement of experienced pro¬ 
fessionals and the use of universities to 
provide a continuing base of qualified 
counsellors. The regulations do encom¬ 
pass the utilization of such skills. Public 
agencies and private mental health 
organizations which receive assistance 
under the regulations for the provision of 
the professional mental health counsel¬ 
ing services or mental health training of 
disaster workers needed as a result of a 
major disaster may enlist and employ 
experienced community and university 
professionals to supplement their staff as 
necessary to meet the needs resulting 
from the major disaster. 

3. Similarly, the substance of the com¬ 
ment suggesting the use of local mental 
health programs for training and serv¬ 
ice delivery is already incorporated 
within the terms of § 38.4(b) and § 38.5 

(c) of the regulations. It is a longstand¬ 
ing policy of the Federal Disaster Assist¬ 
ance Administration (FDAA) that pref¬ 
erence be given to the extent feasible and 
practicable to the use of local agencies 
and organizations in providing disaster 
relief, including the provision of training 
and service delivery. 

4. With regard to the comment about 
public notices, the Department of Health. 
Education, and Welfare will follow the 
policy of the Federal Disaster Assistance 
Administration by using paid advertising 
as needed for disaster situations, while 
reserving the right to determine its fre¬ 
quency. The need for paid advertising 
varies according to the type of disaster, 
geographic area, duration, and cultural 
population; thus, it has been determined 
not to promulgate a specific regulation 
on this point. 

5. With respect to the suggestion for 
State supervision, adequate provision 
for program accountability is made bv 
the regulations. 8ee in particular $§ 38.4. 

38.5. and 38.9. 

Characteristically, this program in¬ 
volves the expenditure of relatively small 
amounts of money over short tim* 
periods. It does not involve the additional 
employment of large numbers of persons 
for its implementation. 

Accordingly, with the addition of the 
foregoing minor technical and clarifying 
changes, the regulations proposing to 
amend Subchapter C. Chapter I of Title 
42 Code of Federal Regulations by adding 
a new Part 38 are hereby adopted and 
are set forth below. 

Effective date. This amendment be¬ 
comes effective on November 26. 1976. 

It is hereby certified that this proposal 
has been screened pursuant to Ex ecu- 
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tive Order No. 11821, and does not re¬ 
quire an inflation impact evaluation. 

Dated: October 6, 1976. 

James F. Dickson. 

Acting Assistant Secretary 
tor Health. 

Approved: November 12. U76. 

Marjorie Lynch, 

Acting Secretary. 

Sec. 

38.1 Purpose; coordination. 

38-2 Definitions. 

38.3 Assistance; procedures, limitations 

38.4 Contracts 

38.5 Grant assistance. 

38.6 Nondiscrimination. 

38.7 Nonliability. 
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Authority: Sec. 413. Pub. L. 93-288. The 
Disaster Relief Act of 1974, 88 Stat. 157. 42 
U.S.C. 5183. EO 11795. 39 FR 25939. as 
amended by EO 11910. 41 FR 15681. 

38.1 Purpose; coordination. 

(a) Purpose. This part establishes 
standards and procedures for the Imple¬ 
mentation of Section 413 of Pub. L. 93- 
288. the Disaster Relief Act of 1974 (42 
U.S.C. 5183) which authorizes the pro¬ 
vision, either directly or through finan¬ 
cial assistance to State or local agencies 
or private mental health organizations, 
of: 

(1) Professional counseling services to 
victims of a major disaster in order to 
relieve mental health problems caused 
or aggravated by such a major disaster 
or its aftermath; and 

(2) Training of disaster workers to 
provide or assist in providing those pro¬ 
fessional counseling services. 

(b) Coordination. The Secretary, act¬ 
ing through the National Institute of 
Men tal Health, will, as provided in 24 
CFR 2205.51. carry out Section 413 of 
the Act and this part in coordination 
with, and under the general policy guid¬ 
ance of. the Administrator of the Fed¬ 
eral Disaster Assistance Administration. 
Contracts and grants awarded under this 
part are subject to all applicable provi¬ 
sions of the Act and the implementing 
regulations prom ulgated by the Admin¬ 
istrator (24 CFR Part 2205). 

§ 38.2 Definitions. 

All terms not defined herein shall have 
the same meaning as given them in the 
Act. As used in this part: 

(a) “Act" means the Disaster Relief 
Act of 1974 (42 U.S.C. 5121 et seq.). 

<b> “Administrator*' means the Ad¬ 
ministrator. Federal Disaster Assistance 
Administration (FDAA), Department of 
Housing and Urban Development, and 
any other person to whom he delegates 
the authority. 

(c> “Contractor" means any public 
agency or private mental health organi¬ 
zation which, pursuant to this part, con¬ 
tracts with the Secretary to provide pro¬ 
fessional mental health crisis counseling 
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services or to provide mental health 
training for disaster workers. 

(d) “Crisis" means the existence of 
any life situation resulting from a ma¬ 
jor disaster or its aftermath which so 
effects the emotional and mental equi¬ 
librium of a disaster victim that profes¬ 
sional mental health counseling services 
should be provided to help preclude pos¬ 
sible damaging physical or psychological 
effects. 

(e) “Disaster workers" means mental 
health specialists such as psychiatrists, 
psychologists, psychiatric nurses, social 
workers, or qualified agents thereof. 

(f) “Federal Coordinating Officer" 
means the person appointed by the Ad¬ 
ministrator to coordinate Federal assist¬ 
ance in a major disaster. 

(g) “Governor" means the chief ex¬ 
ecutive of a State. 

(h) “Grantee" means any public 
agency or private nonprofit mental 
health organization which, pursuant to 
this part, is awarded a grant for the 
purpose of providing professional mental 
health crisis counseling services or men¬ 
tal health training for disaster workers. 

<i) “Major disaster" means any hurri¬ 
cane. tornado, storm, flood, high-water, 
wind-driven water, tidal wave, tsunami, 
earthquake, volcanic eruption, landslide, 
mudslide, snowstorm, drought, fire, ex¬ 
plosion. or other catastrophe in any part 
of the United States which, in the deter¬ 
mination of the President, causes damage 
of sufficient severity and magnitude to 
warrant major disaster assistance under 
the Act above and beyond emergency 
services by the Federal Government, to 
supplement the efforts and available re¬ 
sources of the States, local governments, 
and disaster relief organizations, in alle¬ 
viating the damage, loss, hardship, or 
suffering caused thereby. 

(j) “Regional Director" means a di¬ 
rector of a regional office of the Fed¬ 
eral Disaster Assistance Administration 
(FDAA). 

(k) "Secretary" means the Secretary 
of Health, Education, and Welfare and 
any other officer or employee of the De¬ 
partment of Health. Education, and 
Welfare to whom the authority involved 
has been delegated. 

(l) “State" means any of the fifty 
States, the District of Columbia, Puerto 
Rico, the Virgin Islands, Guam, Ameri¬ 
can Samoa, the Canal Zone, or the Trust 
Territory of the Pacific Islands. 

(m) “State Coordinating Officer" 
means the person appointed by the Gov¬ 
ernor to act in cooperation with the ap¬ 
pointed Federal Coordinating Officer. 

(n) “Training" means the specific in¬ 
struction which may be required to en¬ 
able disaster workers to provide profes¬ 
sional mental health crisis counseling to 
victims of a major disaster or its 
aftermath. 

38.3 Assistance; procedure*, limitations. 

(a) Application. In order to obtain as¬ 
sistance under this part, the Governor 
or his State Coordinating Officer must. 
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not later than 60 days following a major 
disaster declaration by the President, ftle 
with the appropriate Regional Director 
a request which includes: 

(1) An estimate of the number of dis¬ 
aster victims who may need professional 
mental health crisis counseling services 
and of the number of disaster workers 
who may need training in the provision 
of such services; 

(2) Identification of the geographical 
areas in which the need exists; 

(3) An estimate of the period during 
which assistance under this part will be 
required and of the total funds which 
will be required to provide such assist¬ 
ance; 

<4> A description of the types of men¬ 
tal health problems caused or aggra¬ 
vated by the major disaster or its after- 
math; and 

(5) Identification of the State and 
local agencies and private mental health 
organizations capable of providing pro¬ 
fessional mental health crisis counseling 
to disaster victims or training of disaster 
workers. 

(b) Review, approval. The Secretary, 
upon notification by the Administrator 
of a State request for assistance under 
this part, will conduct a review to deter¬ 
mine the extent to which such assist¬ 
ance is needed to supplement assistance 
programs provided by State and local 
governments and private organizations 
and. on the basis of that review, prepare 
and submit a recommendation and re¬ 
port for consideration by the Adminis¬ 
trator. Upon approval by the Adminis¬ 
trator and his advancement of funds for 
carrying out the approved assistance, 
the Secretary may, within the limits of 
the funds advanced, provide the ap¬ 
proved services either directly or 
through a grant or contract. 

(c) Eligibility for services. (1) In 
order to be eligible for the professional 
mental health crisis counseling services 
available under this part an individual 
must: 

(1) Have been located within the desig¬ 
nated major disaster area or have been 
a resident of such area at the time of the 
major disaster or its aftermath; and 

(ii) Have a mental health problem 
which was caused or aggravated by the 
major disaster or its aftermath. 

(2) Disaster workers who are available 
on short notice to provide professional 
mental health crisis counseling services 
In a major disaster area are eligible for 
training under this part. 

(d) Time limitation. Contracts and 
grants awarded under this part will not 
continue beyond 180 days after the first 
day services are provided pursuant to 
6uch contracts and grants, except that 
upon the recommendation of the Sec¬ 
retary (1) the Regional Director may ex¬ 
tend the 180 day period for up to 30 days 
or (2) the Administrator may extend the 
180 day period for more than 30 days. 

38.4 Contract*. 

(a) Eligibility. Public agencies and 
private mental health organizations 
which are determined by the Secretary 
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to be capable of providing the profes¬ 
sional mental health crisis counseling 
services or mental health training of 
disaster workers needed as a result of a 
major disaster are eligible for the award 
of a contract under this part. 

(b) Use of local agencies. Preference 
will be given to the extent feasible and 
practicable, to those agencies and orga¬ 
nizations which are located or do busi¬ 
ness primarily in the area affected by the 
major disaster. 

<c) General Requirements . Contracts 
under this part shall be entered into and 
carried out in accordance with the pro¬ 
visions of Chapters 1 and 3 of Title 41 of 
the Code of Federal Regulations and all 
other applicable laws and regulations. 

<d) Payments . The Secretary shall 
from time to time make payments to the 
contractor of all or a portion of the con¬ 
tract award, either by way of reimburse¬ 
ment for expenses incurred or in ad¬ 
vance for expenses to be incurred, to the 
extent he determines such payments are 
necessary to promote prompt initiation 
and advancement of the services to be 
provided under the contract. All pay¬ 
ments not expended by the contractor 
within the period of the contract shall 
be returned to the Secretary. 

(e> Reports. Contractors shall submit 
the following reports to the Secretary: 

(1) Progress reports, to be submitted 
at the end of the first 30 days of the con¬ 
tract period and every 30 days there¬ 
after; 

(2) A final report to be submitted 
within 60 days of the date upon which 
the contract terminates; and 

(3) Such additional reports as the 
Secretary may prescribe including those 
which may be required to enable the 
Federal Coordinating Officer to carry out 
his functions. 

38.5 Grant afiaistance 

(a) Eligibility. Public agencies and 
private nonprofit mental health orga¬ 
nizations which are determined by the 
Secretary to be capable of providing the 
professional mental health crisis coun¬ 
seling services or mental health training 
of disaster workers needed as a result of 
a major disaster are eligible for a grant 
award under this part. 

(b> Application. (1) In order to receive 
a grant award under this part an eligi¬ 
ble entity must submit an application 
in such form and at such time as the Sec¬ 
retary may prescribe. 

(2) The application shall be executed 
by an individual authorized to act for 
the applicant and to assume on behalf 
of the applicant the obligations imposed 
by the Act, the regulations of this part, 
and the terms and conditions of any 
grant award. 

(3) The application shall contain: 

<i) A proposed plan for the provision 
of the services for which grant assistance 
is requested; 

(ii) A proposed budget for the expend¬ 
iture of the requested grant funds; and 

(iii) Such other pertinent information 
and assurances as the Secretary may 
require. 


(c) Grant awards. (1) Within the lim¬ 
its of the funds advanced by the Ad¬ 
ministrator, the Secretary may award 
grants to cover all or part of the cost of 
the project to those applicants whose 
projects will in his judgment best pro¬ 
mote the purposes of section 413 of the 
Act and the regulations of this part. 
Preference will be given, to the extent 
feasible and practicable, to those public 
and private nonprofit agencies and or¬ 
ganizations which are located or do 
business primarily in the area affected 
by the major disaster. 

(2) A grant award under this part 
shall be in writing and shall specify 
the amount of the award, the period of 
support, and the approved budget for 
that period. 

(3) A grant award shall not commit 
or obligate the United States in any 
way to make any additional, supple¬ 
mental, continuation, or other grant 
award. 

(4) Within the limits of the funds ad¬ 
vanced by the Administrator, the 
amount of any grant award shall be de ¬ 
termined by the Secretary on the basis of 
his estimate of the sum necessary to 
carry out the grant purpose. 

(d) (1) Applicability of 45CFR Past 
74. The provisions of 45 CFR Part 74. 
stablishing uniform administrative re¬ 
quirements and cost principles, shall ap¬ 
ply to all grants under this part to State 
and local governments as those terms 
are defined in Subpart A of that Part 
74. The relevant provisions of the fol¬ 
lowing subparts of Part 74 shall also 
apply to grants to all other grantee 
organizations under this part; 

45 CFR Part 74 

StTBPART 

A — General. 

B—Cash Depositories. 

C— Bonding and Insurance. 

D—Retention and Custodial Requirement* 
for Records. 

F—Grant-Related Income. 

G — Matching and Cost Sharing. 

K—Grant Payment Requirement*. 

L — Budget Revision Procedures. 

M — Grant Closeout, Suspension, and Termi¬ 
nation. 

O — Property. 

Q — Cost Principles. 

(2) Additional conditions. The Secre¬ 
tary may at the time of any grant award 
impose such conditions as in his judg¬ 
ment are necessary to assure or protect 
advancement of the supported activity, 
the interests of the public health, or the 
conservation of grant funds. 

<e> Payment. The Secretary shall 
from time to time make payments to a 
grantee of all or a portion of any grant 
award, either in advance or by way of 
reimbursement for expenses incurred or 
to be incurred in accordance with the 
terms and conditions of the grant award 

(f) Grantee accountability. All pay¬ 
ments made by the Secretary shall be 
recorded by the grantee in accounting 
records separate from the records of all 
other grant funds, including funds 
derived from other grant awards With 
respect to each approved project the 


FEDERAL REGISTER, VOL. 41, NO. 229—FRIDAY. NOVEMBER 26. 1976 






grantee shall account for the sum total 
of all amounts paid by presenting or 
otherwise making available to the Sec¬ 
retary, satisfactory evidence of expendi¬ 
tures for direct and indirect costs meet¬ 
ing the requirements of this part. 

(g) Expenditure of grant funds. (1) 
Any funds awarded pursuant to this part 
shall be expended solely for the purposes 
for which the funds were granted in ac¬ 
cordance with the approved budget, the 
regulations of this part, the terms and 
conditions of the grant award, and the 
applicable co6t principles prescribed by 
8ubpart Q of 45 CFR Part 74. 

(2) At the end of the period of support 
any unobligated grant funds remaining 
in the grant account must be refunded to 
the United States. 

(h) Reports. Grantees shall submit 
the following reports to the Secretary: 

(1) Quarterly progress reports, to be 
submitted within 30 days of the end of 
each quarterly period within the grant 
period; 

(2) A final report to be submitted 
within 90 days of the date upon which 
the grant period ends; and 

(3) Such additional reports as the 
Secretary may prescribe including those 
which may be required to enable the 
Federal Coordinating Officer to carry out 
his functions. 

§ 38.6 Nondiscrimination. 

Attention is called to the requirements 
of 24 CFR 2205.13 relating to nondis¬ 
crimination on the grounds of race, reli¬ 
gion, sex, color, age. economic status, or 
national origin in the provision of dis¬ 
aster assistance. 

§ 38.7 Nonliability. 

Attention is called to section 308 of the 
Act (42 U.S.C. 5148) which provides that 
the Federal Government shall not be li¬ 
able for any claim based upon the exer¬ 
cise or performance of or the failure to 
exercise or perform a discretionary func¬ 
tion or duty on the part of a Federal 
agency or an employee of the. Federal 
Government in carrying out the provi¬ 
sions of the Act. 

§ 38.8 Criminal and civil penalties. 

Attention is called to section 317 of the 
Act (42 U.S.C. 5157) which provides: 

(a) Any individual who fraudulently or 
wiilfuUy misstates any fact in connection 
with a request for assistance under this Act 
shall be fined not more than $10,000 or im¬ 
prisoned for not more than one year or both 
for each violation. 

(b) Any individual who knowingly vio¬ 
lates any order or regulation under this Act 
shall be subject to a civil penalty of not more 
than $5,000 for each violation. 

(c) Whoever knowllngly misapplies the 
proceeds of a loan or other cash benefit ob¬ 
tained under any section of this Act shall be 
subject to a fine In an amount equal to one 
and one half times the original principal 
amount of the loan or cash benefit. 

§ 38.<7 Federal audits. 

The Secretary, the Administrator, and 
wie Comptroller General of the United 
States, or their duly authorized repre- 
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sentatlves shall have access to any books, 
documents, papers, and records that per¬ 
tain to Federal funds, equipment, and 
supplies received under this part for the 
purpose of audit and examination. 

JFR Doc.76-34805 Filed 11-24-76;8:45 am] 


Title 49—Transportation 

CHAPTER V—NATIONAL HIGHWAY TRAF¬ 
FIC SAFETY ADMINISTRATION, DE¬ 
PARTMENT OF TRANSPORTATION 

1 Docket No. 1-5; Notice 22 j 

PART 571—FEDERAL MOTOR VEHICLE 
SAFETY STANDARDS 

Brake Hose Amendments 

This notice amends Standard No. 106- 
74, Brake Hoses, to permit the manu¬ 
facturing of brake hose assemblies and 
motor vehicles with brake hose and brake 
hose end fittings which comply with all 
requirements of the standard except 
labeling requirements. 

Standard No. 106-74 (49 CFR 571.106- 
74) was implemented with staggered ef¬ 
fective dates for brake hose, assemblies, 
and motor vehicles. This scheme was de¬ 
signed to permit an orderly phase-in of 
parts meeting the new standard, by al¬ 
lowing six months at each production 
stage for the depletion of inventories of 
non-conforming parts. 

Since implementation of the standard, 
there have been interruptions in the pro¬ 
duction of new trucks, causing several 
component manufacturers, distributors, 
and vehicle manufacturers to have on 
hand large inventories of hose and end 
fittings manufactured before Septem¬ 
ber 1. 1974. and of assemblies manufac¬ 
tured from them before March 1, 1975. 
These components comply with all per¬ 
formance requirements of the standard, 
but not its labeling requirement. 

A 1-year extension of the time during 
which these inventories could be ex¬ 
hausted by manufacture into assemblies 
and installation in motor vehicles was 
therefore granted (40 FR 38159, August 
27, 1975). The NHTSA determined that, 
while granting the petitions could make 
enforcement by this agency more diffi¬ 
cult until the inventories were depleted, 
the avoidance of waste in such a situa¬ 
tion was appropriate and in the public 
interest. 

The 1-year extension terminated Au¬ 
gust 31. 1976, and PACCAR Corporation 
has petitioned for a further extension of 
90 days to permit exhausting inventories 
that it had planned to utilize earlier but 
has been unable to do. Freightliner Cor¬ 
poration petitioned for a similar 15- 
month extension, and Wagper Corpora¬ 
tion suggested comparable delay for as¬ 
semblies and vehicles. While the agency 
cannot make an extension "retroactive” 
to September 1. 1976. as PACCAR ap¬ 
peared to request, the NHTSA does con¬ 
clude that the same balance of Interests 
underlying the 1-year extension continue 
to be valid and justify use of the remain¬ 
ing unlabeled components. Because the 
agency has granted petitions to com¬ 
mence rulemaking to delete the assem¬ 
bly-labeling requirements that are 
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mainly at issue here, it is concluded that 
the relaxation of the labeling require¬ 
ments for assemblies and vehicles should 
be indefinite. As a practical matter, brake 
hose and fittings for use in motor vehi¬ 
cles are now' only produced with the 
correct labeling. 

Because of the agency's finding that 
substantial loss of safety benefit would 
not occur in this case and that substan¬ 
tial economic waste will occur if the 
brake hose components in question are 
not permitted to be used, the NHTSA for 
good cause finds that notice and public 
procedure on this amendment is con¬ 
trary to the public interest. 

In consideration of the foregoing. 
Standard No. 106-74 (49 CFR 571.106-74) 
is amended as follows: 

§571.106-74 r Amended] 

1. Section SI2 is amended by deletion 
of the heading and of the phrase "manu¬ 
factured during the period from March 
1, 1975, to August 31, 1976,”. 

2. Section S13 is amended by deletion 
of the heading and of the phrase "which 
is manufactured during the period from 
September 1. 1975, to August 31, 1976,”. 

Effective date: November 26, 1976, be¬ 
cause this amendment relieves a restric¬ 
tion, it is found, for good cause shown, 
that an immediate effective date is in the 
public interest. 

(Seen. 103. 112, 114. 119. Pub. L. 89-583, 80 
8tat. 718 (15 U.S.C. 1392. 1401. 1403, 1407); 
delegation of authority at 49 CFR 1.50) 

Issued on November 18,1976. 

John W. Snow, 
Administrator. 

[FR Doc.76-34665 Filed 11-19-76; 10:36 ami 


[Docket No. 75-16; Notice 101 

PART 571—FEDERAL MOTOR VEHICLE 
SAFETY STANDARDS 

Air Brake Systems 

This notice amends Standard No. 121, 
Air Brake Systems, to extend from Janu¬ 
ary 1.1977. to September 1. 1977, the ex¬ 
isting suspension of service brake stop¬ 
ping distance requirements as they apply 
to buses. Editorial changes are also made. 

Equipment used in transit and inter¬ 
city buses to conform to the stopping dis¬ 
tance requirements (S5.3.1) of Standard 
No. 121 (49 CFR 571.121) demonstrated 
a pattern of erratic behavior following 
implementation of the standard for buses 
on "March 1, 1975. For this reason, the 
agency suspended these stopping dis¬ 
tance requirements (including the "no 
lockup” requirement) to provide a pe¬ 
riod in which modified antilock hard¬ 
ware and newly introduced systems could 
be field-evaluated (41 FR 1598, Janu¬ 
ary 6, 1976). Based on a petition for a 
longer suspension and on the agency's 
conclusion that the experience of a full 
year of antilock operation in all envi¬ 
ronmental conditions would be necessary 
to generate and analyze adequate data to 
make a sound decision in time to permit 
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orderly planning of bus production, a 
further suspension to September 1, 1977, 
was proposed * (41 FR 20706, May 20, 
1976). 

Comments were received from vehicle 
manufacturers and users, and from the 
two antilock system manufacturers that 
provide components for transit and in¬ 
tercity bus antilock systems. The Na¬ 
tional Motor Vehicle Safety Advisory 
Council did not take a position on the 
proposal. The Vehicle Equipment Safety 
Commission did not comment on the pro¬ 
posal. Interested persons are advised 
that Docket Nos. 74-10 and 75-5 are re¬ 
lated to the subject of air brake system 
requirements. 

The comments generally supported the 
proposed extension, and no commenter 
opposed the additional eight months for 
evaluation, AM General Corporation 
and Crown Coach requested that the sus¬ 
pension be extended to January 1, 1978, 
but did not provide data that would sub¬ 
stantiate the need for ^uidltional time. 
Freightliner Corporation, Rockwell In¬ 
ternational, and the American Public 
Transit Association <APTA) recom¬ 
mended that the stopping distance re¬ 
quirements for buses be indefinitely sus¬ 
pended until justification for them is ar¬ 
ticulated. analysis of their “casts and 
other consequences” is set forth under 
Department of Transportation (DOT) 
policies <41 FR 16200, April 16,1976). and 
extensive antilock system tests and eval¬ 
uation have been completed. 

The requests by Freightliner. Rock¬ 
well, and APTA demonstrate a possible 
misunderstanding of the regulatory ac¬ 
tion under consideration, and the agency 
therefore takes the opportunity to put it 
in perspective. The stopping distance re¬ 
quirements of Standard No. 121 are in 
place for buses, and the only modification 
in the standard being considered Is an 
extension of the temporary suspension 
of those requirements. Thus, if the agen- 
cv takes no further action, the stopping 
distance requirements resume on Janu¬ 
ary 1. 1977. The agency's favorable ac¬ 
tion on the September 1, 1977, date only 
means that the stopping distance re¬ 
quirements resume September 1,1977. No 
regulatory action to modify the require¬ 
ments themselves is contemplated, and 
therefore no “impact evaluation” of 
these requirements would be appropriate 
under the DOT policies cited by APTA. 

Concern has been voiced that the 
agency set forth itsYationale for specify¬ 
ing stopping distance requirements (in¬ 
cluding “no lockup” performance) in the 
case of buses. Several commenters appear 
to be under the impression that Stand¬ 
ard No. 121 is directed solely to the elim¬ 
ination of jackknifing by truck-trailer 
combination vehicles. In fact the stand¬ 
ard applies to air-braked straight trucks 
and buses because of the evidence that 
these vehicles are also involved in acci¬ 
dents due to vehicle instability and in¬ 
adequate braking capabilities. 

Jackknifing is only one severe result 
of the lateral instability caused by loss 
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of traction due to locked wheels during 
braking. The same instability can also 
lead to sliding, “spin-out”, and loss of 
steering capability in straight trucks and 
buses. The need for protection against 
such problems has been specifically ad¬ 
dressed several times in earlier notices on 
the standard (e.g., 35 FR 10368, June 25, 
1970; 39 FR 44480, December 24, 1974; 
40 FR 24915, June 11, 1975; 41 FR 8783. 
March 1, 1976). Rockwell asked that 
further analysis be provided that would 
be directed specifically at the accident 
experience of buses. The company sug¬ 
gested NHTSA analysis of the recent 
Bureau of Motor Carrier Safety Report 
on “1973/74 Accidents of Motor Carriers 
of Passengers” and the data supporting 
the report. That report has been reviewed 
by the NHTSA, along with the individ¬ 
ual bus accidents reports for 1975. 

The report itself (available in the 
NHTSA docket and from BMCS) em¬ 
phasizes highway, driver, and time and 
place aspects of the accidents without 
detailing information that would indi¬ 
cate accident causation. The individual 
accident reports, however, contain more 
complete information. Review and tabu¬ 
lation of information contained in the 
written descriptions 6f accidents provides 
the following facts: 

Ii the year 1975. 760 bus accident* result¬ 
ing in fatality, injury or a minimum oi 
$2,000 in property damage were reported to 
BMCS. 

Of the total, 322 (43 percent) were de¬ 
scribed In a way that indicates that braking 
occurred prior to the accident. Sixty-eight 
(9.1 percent) of the accidents were explicitly 
described as involving skidding due to locked 
wheels during braking. The 68 skidding ac¬ 
cidents resulted In 6 fatalities. 296 injuries, 
and an average of $5,213 property damage 
per accident. 

No antilock-equipped bus was involved in 
any of these skidding accidents. 

The NHTSA does not claim that all of 
these accidents would have been pre¬ 
vented if the buses had been equipped 
with antilock systems. The accident de¬ 
scriptions are not detailed enough to esti¬ 
mate the effect of “no lockup” capabil¬ 
ity. But the evidence demonstrates that 
skidding accidents are common for buses, 
and it is reasonable to assume that a 
significant portion of those accidents 
could have been prevented or lessened in 
severity by no-lockup breaking capa¬ 
bility. 

Claims by transit bus operators that 
transit buses should be excluded from 
the “no lockup” requirement because of 
their low-speed urban operation are not 
substantiated by the BMCS data. Al¬ 
though most of the buses subject to 
BMCS regulation are of the intercity 
type, the accidents involving skidding 
are seldom high-speed accidents. For 
those cases in which vehicle speed prior 
to the accident was reported, it averaged 
only 36 mph. Furthermore, approxi¬ 
mately half of the skidding accidents 
occurred in residential or business areas. 
These conditions are typical of transit 
bus operation, and the NHTSA concludes 
that transit buses should be subject to 


minimum requirements for lateral stabil¬ 
ity and service brake stopping capabili¬ 
ties. 

The issue at hand is whether the exist¬ 
ing suspension of certain of the stand¬ 
ard’s requirements should be extended 
to September 1. 1977, to permit the ac¬ 
cumulation of more test data on the suit¬ 
ability of modified and new antilock sys¬ 
tems designed for buses. As noted earlier, 
erratic behavior of previous bus antilock 
designs formed the basis for the existing 
suspension. Recently, a manufacturer of 
cab-chassis for school buses has also re¬ 
ported a safety-related defect installa¬ 
tion in some school buses. 

On May 12, 1976, Rockwell submitted 
to the agency a proposed test program 
for its bus antilock system. The program 
called for 39 intercity and 85 transit 
buses to be equipped with the modified 
Rockwell system. Rockwell estimated an 
accumulation of more than 9.6 million 
axle miles of service by August 1, 1976. 
By August 20. 1976, Rockwell had 

equipped 27 intercity and 37 transit 
buses with revised components for test¬ 
ing. The number of test vehicles is less 
than originally planned, partly because 
of lack of cooperation by operators and 
State inspection officials, and partly be¬ 
cause of Rockwell's decision to withhold 
further installation of test units until 
the agency makes final the 8-month ex¬ 
tension. By August 20, 27 inoperative 
occurrences had been reported in 1.4 mil¬ 
lion axle miles of transit bus operation. 
Rockwell did not report results of inter¬ 
city bus operations, but Motor Coach 
Industries (a manufacturer of intercity 
buses) reported 16 inoperative occur¬ 
rences in approximately 1.8 million axle 
miles of intercity service with the Rock¬ 
well system. 

In its May 12 letter, Rockwell also 
announced a parallel experimental test¬ 
ing program for a new antilock system 
design. To date, only one of these units 
has been placed in transit system service, 
and it has accumulated over 20.000 miles 
without difficulty. 

The AC Division of General Motors 
has also been testing an antilock system 
for buses. As of October 26, AC had in¬ 
stalled its antilock system in 10 transit 
buses and 11 intercity buses. An addi¬ 
tional 13 transit bus installations are 
planned in the near future. The transit 
buses range from zero to three months 
of service, with no problems encountered 
Motor Coach Industries reported one 
inoperative occurrence in the six AC 
installations they have made, with an 
accumulated mileage of approximately 
0.8 million axle miles. The other five AC- 
equipped intercity buses have experi¬ 
enced no problems after about one 
month of service. 

AC Division indicated in its comments 
on the prooosal that, barring any un¬ 
foreseen difficulties, production AC anti¬ 
lock systems will be available for buses 
manufactured on and after January 1. 
1977. As of the date of this notice, AC 
Division has not notified the NHTSA 
of the develonment of any “unforeseen 
difficulties.” Based on this information 
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and analysis of the reliability data fur¬ 
nished to date, the agency has decided 
to amend Standard No. 121 as proposed 
to extend the suspension of bus stopping 
distance requirements to September 1. 
1977. The preliminary data indicate that 
a reliable antilock system will be avail¬ 
able in time for reinstatement of the 
requirements, and a further delay is not 
contemplated. 

An issue related to this decision on bus 
stopping distance requirements was 
raised in the comments to the proposal. 
Rohr Industries and International Har¬ 
vester requested that the suspension of 
stopping distance (and “no lockup”) re¬ 
quirements be made “retroactive** to 
buses manufactured since the effective 
date of Standard No. 121 but prior to 
the January 6. 1976. commencement of 
the suspension. 

The statutory and regulatory scheme 
under which the standard was promul¬ 
gated do not provide for such “retroac¬ 
tive** action. Section 108(a) (1) (A) spec¬ 
ifies that a vehicle shall comply with 
standards in effect on the date of its 
manufacture. Part 571 of NHTSA reg¬ 
ulations also state: • each standard 

set forth in (Part 571) applies according 
to its terms to all motor vehicle or items 
of motor vehicle equipment the manu¬ 
facture of which is completed on or after 
the effective date of the standard” (49 
CFR 571.7). In this case, antilock sys¬ 
tems have been disconnected because of 
safety-related defects in their operation. 
Under section 154 of the Act. the vehicle 
manufacturer must provide an adequate 
repair of safety-related defects, unless 
replacement of the vehicle, or refund of 
the purchase price, is undertaken. “Ade¬ 
quate repair” is defined in section 159(4) 
not to include “any repair which results 
in substantially impaired operation of 
a motor vehicle or item or replacement.** 
The permanent disconnection of an an¬ 
tilock system would be considered by the 
NHTSA to constitute substantial im¬ 
pairment of the motor vehicle. Of course, 
the vehicle owner is entitled to decline an 
offer of repair by the manufacturer. 

In a matter unrelated to the proposal, 
the agency takes the opportunity to 
make several editorial changes to the 
text of Standard No. 121. A correction 
in S5.1.7 (‘‘statically” in place of “statis¬ 
tically”). conformance of the auto¬ 
transporter effective date in S5.3 to the 
correct date in S3 (September 1, 1977), 
and deletion of an obsolete reference to 
S5.3.1.3 in S5.3.1, are all effectuated. Ad¬ 
ditionally, options that terminated in 
June and September 1976 are deleted to 
simplify the standard’s text. 

In accordance with Department of 
Transportation policy encouraging ade¬ 
quate analysis of the cost and other 
consequences of regulatory actions (41 
TO 16200. April 16. 1976), the NHTSA 
nas evaluated the economic and other 
consequences of this amendment on the 
Public and private sectors, including 
possible loss of safety benefits. The 
agency estimates that there will be a 
cost to society due to the delay, because 
or the decreased stability of buses pro¬ 
duced without “no lockup” capability. 


However, the potential for accidents due 
to possible malfunction of the new anti¬ 
lock components exists in the absence 
of the longer suspension. Also, there are 
costs associated with the increased 
maintenance that could result from re- 
introduction of antilock systems earlier 
than September 1, 1977. 

In consideration of the foregoing. 
Standard No. 121 (49 CFR 571.121) is 
amended as follows: 

§ 571.121 f Amended] 

1. The phrase “a fire fighting vehicle 
manufactured before June 1, 1976, or” 
is deleted from the text of S3. 

2. The word “statistically” in S5.1.7 is 
replaced by the word “statically”. 

3. The date “September 1, 1976,” in 
S5.3 is changed to “September 1, 1977.” 

4. The date “January 1, 1977” in S5.3.1 
is changed to “September 1, 1977”, and 
the words “and S5.3.1.3” are deleted. 

5. The clause “and a truck manufac¬ 
tured before September 1, 1975. that has 
a front steerable drive axle of any 
GAWR,” is deleted from S5.3.1.2. 

6. In S6.1.8, the first sentence of the 
text is deleted, and the phrase “on a ve¬ 
hicle manufactured on or after Septem¬ 
ber 1, 1976,** is deleted from the second 
sentence. 

7. Section S6.1.8*2 is deleted. 

8. The text of paragraph S6.1.10 is 
amended to read: 

S6.1.10 In a test other than a static 
parking brake test, a truck-tractor is 
tested at its gross vehicle weight rating 
by coupling it to a flatbed semitrailer 
(hereafter, control trailer) as specified in 
S6.1.10.1 to S6.1.10.7. 

9. In S6.1.13. the phrase “After Sep¬ 
tember 1,1975.** is deleted. 

Effective date: November 26. 1976. 

(Sec. 103. 119. Pub. L. 89-563. 80 Stat. 718 (15 
U.S.C. 1392, 1407); delegation of authority 
at 49 CFR 1.50.) 

Issued on November 19.1976. 

John W. Snow, 
Administrator. 
IFR Doc.76-34664 Filed 11-19-76:10:32 ami 


S' Title 7—Agriculture 

CHAPTER II—FOOD AND NUTRITION 
SERVICE, DEPARTMENT OF AGRICUL¬ 
TURE 

SUBCHAPTER A—CHILD NUTRITION 
PROGRAMS 

(Amdt. 26) 

PART 220—SCHOOL BREAKFAST 
PROGRAM 

Requirements 

The regulations governing the School 
Breakfast Program are amended to pro¬ 
vide greater flexibility in the breakfast 
meal pattern. 

The Department is amending break¬ 
fast patterns for children of preschool 
and school age to allow a serving of vege¬ 
tables or fruit or any combination of 
vegetables and fruit or full-strength fruit 
or vegetable juice. Present regulations 
for children of preschool and school age 
require a serving of fruit or full-strength 


fruit or vegetable juice. The Department 
believes that allowing the choice of vege¬ 
tables will maintain the nutritional 
standards of the pattern while adding 
flexibility in menu planning for the 
States and local schools. 

The Department believes the proposed 
rulemaking and public participation pro¬ 
cedures unnecessary inasmuch as greater 
flexibility in the breakfast meal pattern 
will be provided. Accordingly, the regula¬ 
tions are hereby amended as follows: 

In § 220.8 paragraphs (a) (1) (ii), (b) 
(3) (i) and (ii) are revised to read os 
follows: 

§ 220.8 Requirements for breakfast. 

(a) (1) • • • (il) A one-half cup serv¬ 
ing of fruit or vegetable or both or full- 
strength fruit or vegetable juice. 

• • • • • 

(b) • • • 

(3>(i) 1 to 3 years—one-half cup of 
fluid milk served as a beverage or on 
cereal or used in part for each purpose: 
and a one-fourth cup serving of fruit or 
vegetable or both or full-strength fruit 
or vegetable juice; and one-half slice of 
whole-grain or enriched bread, or an 
equivalent serving of combread. biscuits, 
rolls, muffins, etc., made of whole-grain 
or enriched meal or flour, or one-quarter 
cup (volume) or one-third ounce 
(weight), whichever is less, of whole- 
grain cereal or enriched or fortified 
cereal or an equivalent quantity of any 
combination of any of these foods. 

(ii) 3 to 6 years—three-fourths cup of 
fluid milk served as a beverage or on 
cereal or used in part for each purpose; 
and a one-half cup serving of fruit or 
vegetable or both or full-strength fruit 
or vegetable juice; and one-half slice of 
whole-grain or enriched bread, or an 
equivalent serving of cornbread, biscuits, 
rolls, muffins, etc., made of whole-grain 
or enriched meal or flour, or one-third 
cup (volume) or one-half ounce 
(weight), whichever is less, of whole- 
grain cerial or enriched or fortified ce¬ 
real or an equivalent quantity of any 
combination of any of these foods. 

• • ♦ • * 

Effective date: This amendment shall 
become effective November 22, 1976. 

Dated: November 22,1976. 

Richard L. Feltner. 

Assistant Secretary. 
|FR Doc.76-34880 Filed 11-24-76:8:45 amj 


CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS, VEGE¬ 
TABLES. NUTS), DEPARTMENT OF 
AGRICULTURE 

1 Navel Orange Reg. 3881 

PART 907—NAVEL ORANGES GROWN IN 
ARIZONA AND DESIGNATED PART OF 
CALIFORNIA 

Limitation of Handling 
This regulation fixes the quantity of 
California-Arizona Navel oranges that 
may be shipped to fresh market during 
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the weekly regulation period Nov. 26- 
Dec. 2, 1976. It is issued pursuant to the 
Agricultural Marketing Agreement Act 
of 1937, as amended, and Marketing 
Order No. 907. The quantity of Navel 
oranges so fixed was arrived at after con¬ 
sideration of the total available supply 
of Navel oranges, the quantity currently 
available for market, the fresh market 
demand for Navel oranges. Navel orange 
prices, and the relationship of season 
average returns to the parity price for 
Navel oranges. 

§ 907.688 Navel Orange Regulation 388. 

(a) Findings. (1) Pursuant to the 
marketing agreement, as ame nded , and 
Order No. 907, as amended (7 CFR Part 
907), regulating the handling of Navel 
oranges grown in Arizona and desig¬ 
nated part of California, effective under 
the applicable provisions of the Agri¬ 
cultural Marketing Agreement Act of 
1937, as amended (7 U.S.C. 601-674), 
and upon the basis of the recommenda¬ 
tions and information submitted by the 
Navel Orange Administrative Commit¬ 
tee, established under the said amended 
marketing agreement and order, and 
upon other available information, it is 
hereby found that the limitation of han¬ 
dling of such Navel oranges as herein¬ 
after provided, will tend to effectuate 
the declared policy of the act 

(2) The need for this section to limit 
the respective quantities of Navel 
oranges that may be marketed from Dis¬ 
trict 1, District 2, and District 3 during 
the ensuing week stems from the pro¬ 
duction and marketing situation con¬ 
fronting the Navel orange industry. 

(i) The committee has submitted its 
recommendation with respect to the 
quantities of Navel oranges that should 
be marketed during the next succeeding 
week. Such recommendation, designed 
to provide equity of marketing opportu¬ 
nity to handlers in all districts, resulted 
from consideration of the factors 
enumerated in the order. The committee 
further reports that the fresh market 
demand for Navel oranges continues 
good on a limited available supply. 
Prices f.o.b. averaged $4.95 a carton on 
a reported sales volume of 360 carlots 
last week, compared with $5.59 per car¬ 
ton on sales of 121 carlots a week earlier. 
Track and rolling supplies amounted to 
101 carlots on November 19, 1976. 

(ii) Having considered the recom¬ 
mendation and information submitted 
by the committee, and other available 
information, the Secretary finds that 
the respective quantities of Navel 
oranges which may be handled should 
be fixed as hereinafter set forth. 

(3) It is hereby further found that it 
is impracticable and contrary to the 
public interest to give preliminary notice, 
engage in public rulemaking procedure, 
and postpone the effective date of this 
section until 30 days after publication 
hereof in the Federal Register <5 UJS.C. 
553) because the time intervening be- 
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tween the date when information upon 
which this section is based became avail¬ 
able and the time this section must be¬ 
come effective in order to effectuate the 
declared policy of the act is insufficient, 
and a reasonable time is permitted, 
under the circumstances, for preparation 
for such effective time; and good cause 
exists for making the provisions hereof 
effective as hereinafter set forth. The 
committee held an open meeting during 
the current week, after giving due notice 
thereof, to consider supply and market 
conditions for Navel oranges and the 
need for regulation; interested persons 
were afforded an opportunity to submit 
information and views at this meeting; 
the recommendation and supporting in¬ 
formation for regulation, including its 
effective time, are identical with the 
aforesaid recommendation of the com¬ 
mittee. and information concerning such 
provisions and effective time has been 
disseminated among handlers of such 
Navel oranges; it is necessary, in order to 
effectuate the declared policy of the act, 
to make this section effective during the 
period herein specified; and compliance 
with this section will not require any 
special preparation on the part of per¬ 
sons subject hereto which cannot be 
completed on or before the effective date 
hereof. Such committee meeting was 
held on November 23, 1976. 

(b) Order (1) The respective quanti¬ 
ties of Navel oranges grown in Arizona 
and designated part of California which 
may be handled during the period No¬ 
vember 25, 1976, through December 2, 
1976, are hereby fixed as follows: 

(1) District 1: 990.000 cartons; 

(ii) District 2: Unlimited movement; 

(iii) District 3: 110,000 cartons.” 

(2) As used in this section, "handled,” 
"District 1,” "District 2.” "District 3,” 
and "carton” have the same meaning as 
when used in said amended marketing 
agreement and order. 

(Secs. 1-19, 48 Stat. 31, as amended; 7 U.S.C. 
601-674.) 

Dated: November 24,1976. 

Charles R. Brader. 

Deputy Director, Fruit and 
Vegetable Division , Agricul¬ 
tural Marketing Service. 

|FR Doc.76-35112 Filed 11-24-76:8:45 am) 


(Arndt. 1] 

PART 947—IRISH POTATOES GROWN IN 
MODOC AND SISKIYOU COUNTIES IN 
CALIFORNIA AND IN ALL COUNTIES IN 
OREGON EXCEPT MALHEUR COUNTY 

Handling Regulation 

This amendment modifies the require¬ 
ments for inspection for certain handlers 
whose facilities are located far enough 
from major production areas to cause a 
substantial financial burden. 

Findings, (a) Pursuant to Marketing 
Agreement No. 114 and Order No. 947, 


both as amended (7 CFR Part 947), reg¬ 
ulating the handling of Irish potatoes 
grown in the production area defined 
therein, effective under the Agricultural 
Marketing Agreement Act of 1937, as 
amended (7 U.S.C. 601 et seq.), and upon 
the basis of recommendations and infor¬ 
mation submitted by the Oregon-Cali¬ 
fornia Potato Committee, established 
pursuant to said marketing agreement 
and order, and other available infor¬ 
mation. it is hereby found that the 
amendment to the handling regulation 
hereinafter set forth will tend to effect¬ 
uate the declared policy of the act. 

The amendment will modify the in¬ 
spection requirements of this section for 
certain handlers. Because their facilities 
are located out of the major production 
areas, some handlers find the cost of 
maintaining a full-time Federal-State 
inspector prohibitive during times when 
potato shipments decline. This amend¬ 
ment will permit the exemption from on¬ 
site inspection of shipments by those 
handlers whose inspection costs would 
otherwise exceed one and one-half times 
the current per-hundredweight inspec¬ 
tion fee. Such handlers must make ap¬ 
plication to the committee for inspec¬ 
tion exemption and must sign an agree¬ 
ment with the committee to report each 
shipment to the committee on a daily 
basis and pay the committee the current 
inspection fee. 

(b) It is hereby further found that it 
is impacticable and contrary to the pub¬ 
lic interest to give preliminary notice or 
engage in public rulemaking procedure, 
and that good cause exists for not post¬ 
poning the effective date of this amend¬ 
ment until 30 days after publication in 
the Federal Register (5 U.S.C. 553) in 
that (1) to maximize benefits to pro¬ 
ducers this regulation should apply to 
as many shipments as possible during 
the effective period, (2) compliance with 
this amendment will not require any spe¬ 
cial preparation on the part of handlers. 

(3) information regarding the commit¬ 
tee's recommendation has been made 
available to producers and handlers in 
the production area, and (4) this 
amendment relieves restrictions on the 
handling of production area potatoes 
shipped to the fresh market. 

Section 947.335 Handling regulation 
(41 FR 32695) is amended as follows 
Paragraph (f)(1) is revised; paragraph 
(f) (2) is renumbered (f) (3) and a new 
(f) (2) is added; and old paragraph <f) 
(3) is renumbered as (f) (4). 

The amendment is as follows: 

§ 947.335 Handling regulation. 

• • * • • 

(f) Inspection. (1) Except when re¬ 
lieved by paragraphs (g), (h) or (i) of 
this section and subparagraph (2) of this 
paragraph, no person shall handle pota¬ 
toes without first obtaining inspection 
from an authorized representative of the 
Federal-State Inspection Service. 
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(2) Handlers making shipments from 
facilities located in an area where in¬ 
spection costs would otherwise exceed 
one and one-half times the current per- 
hundredweight inspection fee, are ex¬ 
empt from on site inspection provided 
such handler has made application to 
the committee for inspection exemption 
on forms supplied by the committee; 
And provided further . That such han¬ 
dler signs an agreement With the com¬ 
mittee to report each shipment on a daily 


basis and pay the committee the cur¬ 
rent inspection fee. 


(Secs. 1-19, 48 Stat. 31. as amended; (7 U.8.C. 
601-674).) 

Dated: November 19. 1976, to become 
effective November 24. 1976. 

Charles R. Brader, 
Deputy Director , Fruit and 
Vegetable Division, Agricul¬ 
tural Marketing Service. 

[FR Doc.76-34861 Filed 11-24-76.8:46 ami 


/ 
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proposed rules 


This section of the FEOERAL REGISTER contains notices to the public of the proposed Issuance of rules and regulations. The purpose of 
these notices is to give interested persons an opportunity to participate In the rule making prior to the adoption of the final rules. 


DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 
[ 7 CFR Part 907 ] 

HANDLING OF NAVEL ORANGES GROWN 

IN ARIZONA AND DESIGNATED PART 

OF CALIFORNIA 

Proposed Minimum Size Requirement 

This notice proposes the extension of 
the minimum size requirement of 2.32 
inches in diameter currently in effect for 
navel oranges grown in Districts 1 and 3 
of the production area, to be effective 
December 31,1976, through July 15,1977. 
The proposed requirement is designed to 
promote orderly marketing in the interest 
of producers and consumers. 

The proposed amendment would con¬ 
tinue in effect regulations, pursuant to 
the marketing agreement, as amended, 
and Order No. 907. as amended (7 CFR 
Part 907), regulating the handling of 
navel oranges grown in Arizona and des¬ 
ignated part of California. This program 
is effective under the Agricultural Mar¬ 
keting Agreement Act of 1937, as 
amended (7 U.S.C. 601-674). 

All persons who desire to submit writ¬ 
ten data, views, or arguments in connec¬ 
tion with the proposal should file the 
same with the Hearing Clerk. Room 112A, 
U.S. Department of Agriculture. Wash¬ 
ington, D.C. 20250, not later than De¬ 
cember 17. 1976. All written submissions 
made pursuant to this notice will be 
made available for public inspection at 
the office of the Hearing Clerk during 
regular business hours •<7 CFR 1.27(b)). 

The proposed amendment was recom¬ 
mended by the Navel Orange Adminis¬ 
trative Committee, and it reflects the 
committee’s appraisal of the need for 
regulation and of the crop and current 
and prospective market conditions. Ship¬ 
ments of navel oranges from Districts 1 
and 3 of the production area are now in 
progress, and such shipments are regu¬ 
lated by size through December 30, 1976. 
under § 907.385 Navel Orange Regulation 
385 (41 FR 49824). Navel oranges in such 
shipments are required to be at least 
2.32 inches in diameter. The proposed 
amendment, which would become effec¬ 
tive December 31,1976, would continue in 
effect this size requirement. The volume 
and size composition of the crop of navel 
oranges grown in Districts 1 and 3 are 
such that ample supplies of the more de¬ 
sirable sizes are available to satisfy the 
demand in regulated channels. The pro¬ 
posed amendment is designed to permit 
shipment of ample supplies of navel 
oranges of acceptable sizes in the interest 
of both growers and consumers, and is 
necessary to maintain orderly marketing 
conditions, provide consumer satisfac¬ 


tion, and guard against shipment of fruit 
of undesirable sizes. Navel oranges fail- , 
ing to meet the minimum size require¬ 
ment may be shipped to fresh export 
markets where smaller fruit is in de¬ 
mand, left on the trees to attain further 
growth, or utilized in processing. The 
proposed amendment is consistent with 
the objective of the act of promoting or¬ 
derly marketing and protecting the in¬ 
terest of consumers. 

The proposal is that Navel Orange 
Regulation 385 (41 FR 49824) be 

amended to read as follows: 

§ 907.685 Navel Orange Regulation 385. 

Order . (a) During the period De¬ 
cember 31. 1976, through July 15, 1977. 
no handler shall handle any navel or¬ 
anges grown in District 1 or District 3 
which are of a size smaller than 2.32 
inches in diameter, which shall be the 
largest measurement at a right angle 
to a straight line running from the stem 
to the blossom end of the fruit: Provided , 
That not to exceed 5 percent, by count, 
of the navel oranges contained in any 
type of container may measure smaller 
than 2.32 inches in diameter. 

(b) The terms “handler” and “handle” 
as used herein shall have the same mean¬ 
ing as is given to the respective terms in 
said marketing agreement and order. 

Dated: November 22,1976. 

Charles R. Brader, 
Deputy Director , Fruit and Veg¬ 
etable Division , Agricultural 
Marketing Sendee, 

(FR Doc.76-34860 Filed ll-24-76;8:46 ami 


Agricultural Stabilization and Conservation 
Service 

[ 7 CFR Part 730 ] 

1977 RICE SET-ASIDE PROGRAM 
Proposed Determinations 

Notice is hereby given that the Secre¬ 
tary of Agriculture proposes to make 
determinations and issue regulations rel¬ 
ative to (a) whether there should be a 
set-aside requirement for rice for the 
1977 crop; and, if so, the extent of such 
requirement; <b) whether there should 
be a provision for additional diversion for 
the 1977 crop and, if so, the extent of 
such diversion and payment rate there¬ 
for; and (c) other related provisions 
necessary to carry out the set-aside 
program. 

The determinations are to be based on 
the following considerations: 

(a) Whether there should be a set- 
aside requirement lor rice for the 1977 
crop . Section 101(g)(5)(A) of the Agri¬ 


cultural Act of 1949, as amended, re¬ 
quires that the Secretary may provide 
for a set-aside of cropland for a crop of 
rice if he estimates (without taking into 
consideration the effect of a set-aside), 
that the carryover of rice for the mar¬ 
keting year beginning in the calendar 
year immediately following the calendar 
year in which such crop will be grown 
will exceed 15 per centum of the total 
supply of rice for the marketing year be¬ 
ginning in the calendar year in which 
such crop will be grown. The Secretary 
shall make a preliminary determination 
prior to the beginning of the calendar 
year in which such crop will be grown 
and a final determination not later than 
April 1 of the calendar year in which 
such crop is grown of whether a set-aside 
shall be in effect and, if so. the acreage 
of cropland required to be set-aside. If a 
set-aside of cropland is in effect, then, as 
a condition of eligibility for payments, 
loans and purchases under this subsec¬ 
tion, the cooperators must set-aside and 
devote to conservation uses an acreage of 
cropland equal to (i> such percentage of 
the farm acreage allotment as may be 
specified by the Secretary (not to exceed 
30 per centum of the farm acreage allot¬ 
ment) . plus, if required by the Secretary 
<ii) the acreage of cropland on the farm 
devoted in preceding years to soil con¬ 
serving uses, as determined by thu 
Secretary. 

(b) Whether there should be a provi¬ 
sion for additional diversion and, if so. 
the extent of such diversion and the pay¬ 
ment rate therefor. Section 101(g)(5) 
(B) of the Agricultural Act of 1949. as 
amended, provides that, to assist in ad¬ 
justing the acreage of rice to desirable 
goals, the Secretary may make land 
diversion payments, in addition to the 
payments authorized in subsection 101 
(g)(3) of the Agricultural Act of 1949. to 
cooperators on a farm who, to the extent 
prescribed by the Secretary, devote to 
approved conservation uses an acreage 
of cropland on the farm in addition to 
that required to be devoted under the 
regular program. The land diversion 
payments for a farm shall be at such rate 
or rates as the Secretary determines to be 
fair and reasonable taking into consid¬ 
eration the diversion undertaken by tire 
cooperator and the productivity of the 
acreage diverted. The Secretary shall 
limit the total acreage to be diverted 
under agreements in any countv or local 
community so as not to adversely affect 
the economy of the county or local 
community. 

<c) Other related provisions. The 
Agricultural Act of 1949. as amended, 
also requires a number of other deter¬ 
minations in order to carry out the set- 
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aside program for 1977 including, but 
not limited to. determinations such as 
the following: (1) Whether substitution 
should be permitted, and. if so. the ex¬ 
tent of such substitution, (2) Whether 
to permit haying and grazing and/or 
alternate crops on set-aside acreage if it 
is determined that set-aside is needed. 
<3> The terms and conditions under 
which haying and grazing and/or alter¬ 
nate crops will be allowed and (4) Such 
other provisions as may be necessary to 
carry out the program. 

Prior to making any of the foregoing 
determinations, consideration will be 
given to any data, views and recommen¬ 
dations relative to these determinations 
which are submitted in writing to the Di¬ 
rector. Grains, Oilseeds and Cotton 
Division, Agricultural Stabilization and 
Conservation Service. U.S. Department 
of Agriculture, Washington. D.C. 20250. 
In order to be sure of consideration, all 
submissions must be received by the Di¬ 
rector not later than December 27, 1976. 
All written submissions pursuant to this 
notice will be made available for public 
inspection at the Office of the Director 
during regular business hours (8:15 a.m. 
to 4:45 p.m.). 

Signed at Washington, D.C. on No¬ 
vember 22,1976. 

Richard L. Feltner, 
Acting Secretary . 

|FR Doc.76-34933 Filed 11-24-76:8:45 ami 


DEPARTMENT OF JUSTICE 
Immigration and Naturalization Service 
[ 8 CFR Parts 204, 212, and 214 ] 

IMPLEMENTATION OF AMENDMENTS TO 
THE IMMIGRATION AND NATIONALITY 
ACT CONTAINED IN THE HEALTH 
PROFESSIONS EDUCATIONAL ASSIST¬ 
ANCE ACT OF 1976 


(Pub. L. 94-484] 


Notice of Proposed Rule Making 


Pursuant to section 553 of Title 5 of 
the United States Code <80 Stat. 383), 
notice is hereby given of the proposed 
amendments of Parts 204, 212, and 214 of 
Chapter I of Title 8 of the Code of Fed¬ 
eral Regulations. These proposed amend¬ 
ments are made necessary by the amend¬ 
ments to the Immigration and Nation¬ 
ality Act which were made in the Health 
Professions Educational Assistance Act 
of 1976 (Pub. L. 94-484). enacted Octo¬ 
ber 12.1976. The Health Professions Ed¬ 
ucational Assistance Act of 1976 which 
becomes effective January 10, 1977, 
makes several amendments to the Immi¬ 
gration and Nationality Act. In Pub. L. 
f^the Congress found and declared 
that there is no longer an insufficient 
number of physicians and surgeons in 
the United States such that there is no 
further need for affording preference 
vo alien physicians and surgeons in ad- 
mission to the United States under the 
immigraUtm and Nationality Act <8 
u a -C. lioi, et seq.). 


/Hie amendments to the existin 
visions of the Immigration and 


ality Act made in Pub. L. 94-484 are 
briefly summarized below. 

Section 212(a) is amended by adding 
a new paragraph (32) which provides 
that aliens who are graduates of a medi¬ 
cal school and are coming to the United 
States principally to perform services as 
members of the medical profession shall 
be ineligible to receive visas and shall 
be excluded from admission into the 
United States except for those who have 
passed Parts I and n of the National 
Board of Medical Examiners Examina¬ 
tion (or an equivalent examination as 
determined by the Secretary of Health. 
Education, and Welfare), and who are 
competent in oral and written English. 
Section 101(a) is amended by adding 
new paragraph (41) which defines the 
term “graduates of medical school" to be 
aliens who have graduated from a medi¬ 
cal school or who have qualified to prac¬ 
tice medicine in a foreign state. 

Section 101(a) (15) (H) (i) has been 
amended to provide that in order for an 
alien who is a graduate of a medical 
school coming to the United States to 
perform services as a member of the 
medical profession to be admitted tem¬ 
porarily to the United States as an alien 
of distinguished merit and ability to per¬ 
form services of an exceptional nature 
requiring such merit and ability, he must 
be coming pursuant to an invitation from 
a public or nonprofit private educational 
or research institution or agency in the 
United States to teach or conduct re¬ 
search. or both, at or for such institu¬ 
tion or agency. 

Section 101(a) (15) (H) (ii) has been 
amended to provide that graduates of 
medical schools coming to the United 
States to perform services as members of 
the medical profession cannot be ad¬ 
mitted to the United States temporarily 
to perform temporary services or labor 
under section 101(a) (15) (H) (ii) of the 
Act. 

Section 101(a) (15) (H) Oil) has been 
amended to provide that an alien com¬ 
ing to the United States in order to re¬ 
ceive graduate medical education or 
training cannot be admitted into the 
United States temporarily as a trainee 
under the provisions of this section of 
the Act 

Section 101(a) (15) (J) is amended by 
placing aliens coming to the United 
States to receive graduate medical edu¬ 
cation or training into that nonimmi¬ 
grant classification. 

Section 212 is amended by adding a 
new paragraph (j) which sets forth the 
requirements for aliens coming to the 
United States to receive graduate medi¬ 
cal education or training under section 
101(a) (15) (J). New section 212(J)(1) 
provides generally that: (A) an accred¬ 
ited school of medicine (and its affili¬ 
ated hospitals) or one of the other 
health professions has agreed in writing 
to provide or arrange for the provision 
of the graduate medical education or 
training under the program for which 
the alien is coming to the United States; 
f B) before making such agreement the 
school is satisfied that the alien has 
passed Parts I and U of the National 


Board of Medical Examiners Examina¬ 
tion (or equivalent), the alien is compe¬ 
tent in oral and written English and 
able to adapt to and participate satis¬ 
factorily in the program for which he is 
coming to the United States; (C) the 
alien has made a commitment to return 
to the country of his nationality or his 
last residence upon completion of the 
program and has provided the written 
assurance of his government which is 
satisfactory' to the Secretary of Health, 
Education and Welfare that his train¬ 
ing will be put to use in his country; and 
<D> that the duration of the alien’s par¬ 
ticipation in the program for which he 
is coming to the United States is limited 
to a period of two years but may be ex¬ 
tended for one additional year provided 
certain conditions as set forth in the 
statute, are complied with. 

Section 212<J) (2) (A) provides that be¬ 
tween the effective date of this Act and 
December 31. 1980 the provisions of sec¬ 
tion 212(j) (1) (A) through (D) shall not 
apply to any alien who seeks to come to 
the United 8tates to participate in an 
accredited program of graduate medical 
education or training if there would be a 
substantial disruption in the health serv¬ 
ices provided by such program if the 
alien were not permitted to enter the 
United States to participate in such pro¬ 
gram because he did not meet the re¬ 
quirements of section 212(J)(1>. 

Section 212(j> (2) (B) provides that the 
number of aliens who may be permitted 
to enter the United States pursuant to 
the exemption provisions of section 212 
(j) (2) (A) may not exceed the total 
number of aliens participating in such 
programs on the effective date of this 
section. 

Section 212(e) is amended by including 
aliens who came to the United States or 
acquired such status in order to receive 
graduate medical education or training 
in the listing of aliens who are subject 
to the two-year foreign residence 
requirement. 

In the light of these statutory amend¬ 
ments, it is proposed to amend Parts « 
204. 212, and 214 of Chapter I of Title 8 
of the Code of Federal Regulations as 
described and set forth below. 

Existing 8 CFR 204.2(e)(2) provides 
that an alien physician shall be consid¬ 
ered eligible for classification as a mem¬ 
ber of the professions if he establishes 
that he was graduated from a medical 
school in the United States or Canada: 
or was graduated from a foreign medical 
school and has successfully passed the 
examination given by the Educational 
Commission for Foreign Medical Gradu¬ 
ates: or that he was graduated from a 
foreign medical school and has obtained 
a full and unrestricted license to prac¬ 
tice medicine in the country where he 
obtained his medical education. It is pro¬ 
posed to revise this paragraph entirely 
and require that in order for an alien 
who is coming to the United States 
principally to perform services as a 
member of the medical profession to be 
considered eligible for classification as a 
member of the professions, he shall es- 
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tablish that he is a graduate of a medical 
school or has qualified to practice medi¬ 
cine in a foreign state; he has passed 
Parts I and II of the National Board of 
Medical Examiners Examination (or an 
equivalent examination as determined by 
the Secretary of Health, Education, and 
Welfare), and is competent in oral and 
written English. This amendment is 
being made to comply with the amend¬ 
ment to section 212(a) of the Immigra¬ 
tion and Nationality Act, in new para¬ 
graph (32), made by Pub. L. 94-484, 
which provides that aliens who are 
graduates of a medical school coming to 
the United States principally to perform 
services as members of the medical pro¬ 
fession are ineligible to receive visas, and 
shall be excluded from admission into 
the United States except for those who 
have passed Parts I and II of the Na¬ 
tional Board of Medical Examiners Ex¬ 
amination (or equivalent). and are com¬ 
petent in oral and written English. 

It is proposed to amend existing 8 
CFR 212.7(c) to add a provision that 
an alien who was admitted to the United 
States as an exchange visitor on or after 
January 10, 1977, to receive graduate 
medical education or training, or one 
who acquires exchange visitor status fol¬ 
lowing his admission in order to pursue 
such training on or after January 10. 
1977, shall be subject to the foreign resi¬ 
dence requirement of section 212(e) of 
the Act. However, it is proposed that an 
exchange visitor who is not subject to the 
foreign residence requirement and who 
is returning from a temporary absence 
abroad to participate in the same pro¬ 
gram will continue to be exempt. It is 
also proposed to amend 8 CFR 212.7(c) 
to provide that the “no objection” pro¬ 
vision of this section shall not apply to 
a medical graduate who arrived in the 
United States on or after January 10, 
1977. These amendments are being made 
to the regulations in compliance with 
Pub. L. 94-484 which amended section 
212(e) of the Act to make aliens who 
came to the United States or acquired 
such status In order to receive gradu¬ 
ate medical education or training sub¬ 
ject to the foreign residence require¬ 
ment of section 212(e). 

It is proposed to amend 8 CFR 214.2 
(h> (2) (iii) by changing the heading 
thereof to read “Physicians’*. It is pro¬ 
posed to revise the text to provide that 
a petition to accord a physician classifi¬ 
cation under section 101(a) (15) (H> (i) 
of the Act shall be accompanied by satis¬ 
factory evidence that the physician has 
graduated from a medical school or has 
a full and unrestricted license to practice 
medicine in a foreign state and is com¬ 
ing to the United States solely to teach 
or conduct research, or both, at or for 
a public or nonprofit private educational 
or research institution or agency at the 
invitation of such institution or agency. 
This amendment is made in accordance 
with the amendment to section 101(a) 
(15) (H)(i> of the Act made in Pub. L. 
94-484 which provides that an alien 
graduate of a medical school coming to 
the United States to perform services 


as a member of the medical profession 
pursuant to the provisions of that sec¬ 
tion must be coming pursuant to an in¬ 
vitation from a public or nonprofit pri¬ 
vate educational or research institution 
or agency in the United States to teach 
or conduct research, or both, at or for 
such institution or agency. 

It is also proposed to place the mate¬ 
rial now contained in subparagraph (ill) 
respecting nurses in a new subparagraph 
ttv) headed "Nurses”, and to redesig¬ 
nate present subparagraph (iv) to be 
subparagraph <v), and republish it 
without change. 

It is proposed to amend 8 CFR 214.2 
<h)(4)(i) by adding a sentence to the 
end thereof to provide that that sub- 
paragraph will not apply to trainees 
coming to receive graduate medical edu¬ 
cation or training. This amendment is 
proposed in conformity with the amend¬ 
ment to section 101(a) (15) (H) (iii' 
made in Pub. L. 94-484. It is also pro¬ 
posed to amend subparagraph (Iv) of 8 
CFR 214.2(h)(4) by removing all ref¬ 
erences to petitions for physicians filed 
under section 101 (a) (15) (H) <i> of the 
Act because under the amendments made 
in Pub. L. 94-484. the existing provi¬ 
sions are no longer applicable to physi¬ 
cians seeking admission under section 
101(a) (15) (H)(i). 

It is proposed to amend 8 CFR 214.2 
(J) by revising the first sentence of par¬ 
agraph (1) to further define the term 
"exchange alien** to include a nonimmi¬ 
grant alien foreign medical graduate who 
has passed the National Board of Medi¬ 
cal Examiners Examination Parts I and 
n (or an equivalent as determined by 
the Secretary of Health. Education, and 
Welfare) and who is also competent in 
oral and written English. It is proposed 
to further amend § 214.21 j) by redesig¬ 
nating the existing paragraph (2) as 
paragraph (3). and republishing the 
paragraph without change. It is also pro¬ 
posed to add as new paragraph (2) to 
set forth the eligibility requirements for 
exchange visitor classification for aliens 
seeking to participate in graduate med¬ 
ical education programs, including the 
conditions under which exemptions may 
be granted from those requirements, and 
the number of such exemptions which 
may be allowed. These proposed amend¬ 
ments are made in compliance with the 
amendments to section 212 of the Immi¬ 
gration and Nationality Act made in 
Pub. L. 94-484. 

In accordance with the provisions of 
section 553 of Title 5 of the United States 
Code (80 Stat. 383), interested persons 
may submit to the Commissioner of Im¬ 
migration and Naturalization. Room 
7100, 425 Eye Street NW., Washington. 
D.C. 20536, written data, views, or argu¬ 
ments. in duplicate, with respect to the 
proposed rules. Such representations may 
not be presented orally in any manner. 
All relevant material received on or be¬ 
fore December 27, 1976, will be consid¬ 
ered. 

In the light of the foregoing, it is pro¬ 
posed to amend Chapter I of Title 8 of 


the Code of Federal Regulations as set 
forth below. 

PART 204—PETITION TO CLASSIFY ALIEN 
AS IMMEDIATE RELATIVE OF A UNITED 
STATES CITIZEN OR AS A PREFERENCE 
IMMIGRANT 

In § 204.2(e), it is proposed to revise 
the heading and text of subparagraph 
(2) thereof to read as follows: 

§ 204.2 Documents. 

• • • • • 

(e) Evidence of eligibility for third - 
or sixth-preference classification —• • • 
(2) Physicians or Surgeons. An alien 
who is coming to the United States prin¬ 
cipally to perform services as a member 
of the medical profession shall not be 
considered eligible for classification as 
a member of the professions unless he es¬ 
tablishes that he is a graduate of a med¬ 
ical school or has qualified to practice 
medicine in a foreign state; has passed 
parts I and II of the National Board of 
Medical Examiners Examination (or an 
equivalent examination as determined 
by the Secretary of Health, Education, 
and Welfare); and is competent in oral 
and written English. 

• • , • ♦ • 


PART 212—DOCUMENTARY REQUIRE¬ 
MENTS: NONIMMIGRANTS; WAIVERS; 

ADMISSION OF CERTAIN INADMISSI¬ 
BLE ALIENS; PAROLE 

In § 212.7, it is proposed to amend 
paragraph (c) by adding two new sen¬ 
tences between the existing second and 
third sentences, and by adding an addi¬ 
tional new sentence to the end thereof, 
to read, in pertinent part, as follows: 

§ 212.7 Waiver of certain grounds of 
excludability. 

• 4 • • • 

(c) Section 212(e) . • • • An alien 
is also subject to the foreign residence 
requirement of section 212(e) of the Act 
if he was admitted to the United States 
as an exchange visitor on or after Jan¬ 
uary 10,1977 to receive graduate medical 
education or training, or following ad¬ 
mission, acquired such status on or after 
that date. However, the exchange visitor 
already participating in an exchange 
program as of January 9, 1977, who is 
not subject to the foreign residence re¬ 
quirement of section 212(e) who proceeds 
or has proceeded abroad temporarily and 
is returning to the United States to par¬ 
ticipate in the same program continues 
to be exempt from the foreign residence 
requirement. # • • However, the "no 
objection” provision set forth immedi¬ 
ately above shall not apply to a medical 
graduate who arrives in the United States 
on or after January 10.1977. 


PART 214— NONIMMIGRANT CLASSES 
§214.2 [ Amended 1 

In 8 214.2(h)(2), in subparagraph 
(111), it is proposed to amend the heading 
thereof to read "Physicians,” and to 
amend the text of subparagraph (iii) as 
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set forth below. Existing subparagraph 
dv) is redesignated as (v). and a new 
subparagraph (iv) headed “Nurses’* is 
being added and revised. The above-de¬ 
scribed proposed amendments are to read 
as follows: 


(h> Temporary employees. # • • 

(2) Petition for alien of distinguished 
merit and ability. • • • 

fiii> Physicians. A petitioner seeking 
to accord a physician a classification 
under section 101(a) (15) (H) (i) of the 
Act shall attach to the petition satisfac¬ 
tory evidence that the physician has 
graduated from a medical school or has 
a full and unrestricted license to practice 
medicine in a foreign state. Additionally, 
the petitioner shall establish that the 
beneficiary is coming to the United 
States solely to teach or conduct re¬ 
search. or both, at or for a public or non¬ 
profit private educational or research 
institution or agency at the invitation 
of such institution or agency. 

(iv) Nurses. A petitioner seeking to ac¬ 
cord a nurse a classification under section 
101 (a) (15) (H) (i) of the Act shall attach 
to the petition evidence that the bene¬ 
ficiary has obtained a full and unre¬ 
stricted license to practice professional 
nursing in the country where she/he has 
obtained her/his nursing education, or 
that such education was obtained in the 
United States or Canada: also, a state¬ 
ment from the peitioner certifying 
whether to the best of petitioner’s infor¬ 
mation and belief the beneficiary Is fully 
qualified under the laws governing the 
place of intended employment to per¬ 
form the desired services, whether under 
those laws the petitioner is authorized 
to employ the beneficiary to perform 
such services, and whether under those 
laws the beneficiary is permitted to sub¬ 
stantially perform the services. If the 
laws governing the place where the serv¬ 
ices will be performed place any limita¬ 
tions on the services to be rendered by 
the beneficiary the statement should 
contain details as to the limitations. The 
district director shall consider any such 
limitations in determining whether the 
sendees which the beneficiary would per¬ 
form are of an exceptional nature requir¬ 
ing a person of distinguished merit and 
ability. 

(v) Accompanying aliens. Managers, 
trainers, musical accompanists, and 
other persons determined by the district 
director to be necesary for successful 
performance by the beneficiary of a peti¬ 
tion approved for classification under 
section 101(a) (15) (H) (i) of the Act may 
also be accorded such classification if in¬ 
cluded in the same or a separate petition. 


Also, in § 214.2(h) (4), it is proposed t< 
“*5? ^Paragraph <i> by adding ar 
additional new sentence at the end there- 
or, following the word “professions”; and 
; ro \ a ^ Proposed to amend subpara- 
by changing the hearing 
hereof to read “Nurses”, and by revising 


the text of the subparagraph. The above- 
described proposed amendments are to 
read as follows: 

(4) Petition for alien trainee —(i) Gen¬ 
eral. In addition to purely industrial es¬ 
tablishments, an individual, organization, 
firm, or other trainer may petition for 
nonimmigrant trainees on Form I-129B 
for the purpose of giving instruction or 
training in agriculture, commerce, fi¬ 
nance, government, transportation, and 
the professions. However, this does not 
apply to trainees coming to receive 
graduate medical education or training. 

* • • « « 

(iv) Nurses. A petitioner may seek a 
classification under section 101 (a) (15) 
(H) (iii) of the Act for a nurse who is not 
qualified for classification under section 
101(a) (15) (H) (i) of the Act, who is com¬ 
ing to the United States for training in 
furtherance of her/his career abroad in 
nursing. The petitioner shall attach to 
the petition evidence that the beneficiary 
has obtained a full and unrestricted li¬ 
cense to practice professional nursing in 
the country where the nursing education 
was obtained, or that such education was 
obtained in the United States or Canada: 
also, a statement from the petitioner cer~ 
tifying that to the best of the petitioner’s 
information and belief the beneficiary is 
fully qualified under the laws governing 
the place where the training will be re¬ 
ceived to engage in such training, and 
that under those laws the petitioner is 
authorized to give the beneficiary the de¬ 
sired training. 

• • • • * 

In § 214.2(j), it is proposed to amend 
paragraph (1) by revising the first sen¬ 
tence thereof. It is proposed to further 
amend the section by redesignating exist¬ 
ing paragraph (2) as paragraph (3), and 
republishing it without change. Also it 
is proposed to add a new paragraph (2), 
consisting of subparagraphs (a) and (b) 
pertaining to eligibility requirements for 
aliens desiring to participate in graduate 
medical education programs as exchange 
visitors. 

The proposed amendments to $ 214.2 
(j) read as follows: 

(J) Exchange aliens —(1) Generat. As 
used in this chapter the term “exchange 
alien” means a nonimmigrant alien who 
was admitted to the United States under 
section 101(a) (15) (J) of the Act or ac¬ 
quired such status after admission, or 
who acquired exchange visitor status un¬ 
der the United States Information and 
Educational Exchange Act of 1948, as 
amended, and in the case of a foreign 
medical graduate one who has passed the 
National Board of Medical Examiners 
Examination, Parts I and n (or an equiv¬ 
alent examination as determined bv the 
Secretary of Health. Education, and Wel¬ 
fare) and who is also competent in oral 
and written English. • • • 

(2) Eligibility requirements for section 
101(a) (15) (J) classification for aliens 
desiring to participate in programs under 
which they will receive graduate medical 
education. —(a) General. An alien com¬ 


ing to the United States as an exchange 
visitor to participate in a program under 
which he will receive graduate medical 
education or training, or an alien seek¬ 
ing to change his nonimmigrant status to 
that of an exchange visitor on Form I- 
506 in order to participate in such a pro¬ 
gram. shall submit a valid Form DSP-66 
completely executed on or after January 
10. 1977. 

(b) Exemptions. From January 10,1977 
until December 31. 1980, an alien who 
seeks to come to the United States as an 
exchange visitor to participate in an 
accredited program of graduate medical 
education or training, or an alien who 
seeks to change his nonimmigrant status 
for such purpose, may be admitted to 
participate in such program without re¬ 
gard to the requirements stated in sub- 
paragraphs (A) through (D) of section 
212 (j) (1) of the Act if there would be 
substantial disruption in the health serv¬ 
ices provided in such program because 
the alien was not permitted to enter the 
United States or change ihs nonimmi¬ 
grant status to participate in the pro¬ 
gram on account of his inability to com¬ 
ply with such requirements: Provided . 
That an exemption from the require¬ 
ments set forth in subparagraphs (A) 
through (D) of section 212(j)(l) of the 
Act shall not be granted where the grant¬ 
ing of such exemption would increase the 
number of aliens then participating in 
the program to a level greater than that 
participating on January 10. 1977. 

(3) Aliens in cancelled programs. 
When an exchange visitor program is 
cancelled by the Department of State a 
notification of the cancellation shall be 
sent by the district director to each par¬ 
ticipant in the program. The participant 
shall be informed that he may remain in 
the United States in his present status 
to continue his acivities in the cancelled 
program until the date of expiration of 
his currently authorized stay and that he 
must terminate his participation in that 
program by that date. A copy of the noti¬ 
fication to the alien shall be sent to the 
sponsor of the cancelled program. Where 
extension of the alien’s stay will not ex¬ 
ceed the time limitation on the type of 
program in which he is engaged, he shall 
also be informed that he mav apply for 
an extension if he is accepted as a partic¬ 
ipant in another approved exchange 
program and submits Form DSP-66 ex¬ 
ecuted by his new program sponsor. In 
such case, a release by the sponsor of the 
cancelled program shall not be required. 
• • • • • 
(Title VT of the Health Professions Educa¬ 
tional Assistance Act of 1976 (Pub. L. 94-484; 
90 Stat. 2300-2303). and section 103 of the 
Immigration and Nationality Act (8 USC. 
1103). Interpret or apply sections 204, 212 
and 214 (8 U.S.C. 1154, 1182 and 1184).) 

Dated: November 23. 1976. 

James F. Greene, 

Acting Commissioner of 
Immigration and Naturalization. 

(FR Doc.76-35026 Plied 11-24-76:8:45 am] 
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DEPARTMENT OF 
TRANSPORTATION 

Federal Aviation Administration 
[14CFR Part 71] 

(Airspace Docket No. 76-NW-25J 

FEDERAL AIRWAYS 
Proposed Designation 

The Federal Aviation Administration 
<FAA> is considering an amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions that would designate two airways 
in the state of Wash. 

Interested persons may participate in 
the proposed rulemaking by submitting 
such written data, views or arguments as 
they may desire. Communications should 
Identify the airspace docket number and 
be submitted in triplicate to the Director, 
Northwest Region, Attention: Chief, Air 
Traffic Division, Federal Aviation Ad¬ 
ministration, FAA Building, Boeing Field, 
Seattle. Wash. 98108. All communications 
received on or before December 27, 1976, 
will be considered before action is taken 
on the proposed amendment. The pro¬ 
posal contained in this notice may be 
changed in the light of comments re¬ 
ceived. 

An official docket will be available for 
examination by interested persons at the 
Federal Aviation Administration, Office 
of the Chief Counsel, Attention: Public 
Information Center, APA-430, 800 Inde¬ 
pendence Avenue, 6W, Washington. D.C. 
20591. 

The proposed amendment would des¬ 
ignate V-4N from Seattle, Wash., via 
Ellensburg, Wash.; Pasco. Wash., to 
Pendleton, Oreg., and V-281 from Moses 
Lake, Wash., to Pasco. Wash. 

The designation of V-4N would 
shorten the distance between Seattle and 
Pasco and would provide route continuity 
for flight planning purposes. The route 
between Ellensburg and Pasco would be 
available when R-6714A is not being used 
by the military in accordance with re¬ 
stricted area Joint use provisions. The 
designation of V-281 between Moses 
Lake and Pasco would serve traffic be¬ 
tween those locations and would provide 
a shorter route for traffic proceeding 
south of Pasco. 

This amendment is proposed under the 
authority of section 307(a) of the Federal 
Aviation Act of 1958 (49 U.S.C. 1348(a)) 
and section 6(c) of the Department of 
Transportation Act (49 U.S.C. 1655(c)). 

Issued in Washington, D.C., on No¬ 
vember 17,1976. 

William E. Broadwater. 

Chief , Airspace and Air 
Traffic Rules Division. 

(FR Doc.76-34629 Filed 11-24-76.8:45 am) 


[14 CFR Part 71 ] 

(Airspace Docket No. 76-0L-31) 

TRANSITION AREA 
Proposed Designation; Withdrawal 

On page 38778 of the Federal Register 
dated September 13, 1976, the Federal 


Aviation Administration published a no¬ 
tice of proposed rulemaking which would 
amend § 71.181 of Part 71 of the Federal 
Aviation Regulations so as to designate 
a transition area at Belvidere, Illinois. 

The Janesville VORTAC will not sup¬ 
port the approach procedure to Bel¬ 
videre, Illinois. Consequently, the pro¬ 
posed designation of a transition area at 
Belvidere, Illinois is withdrawn. 

Issued in Des Plaines. Ill., on Novem¬ 
ber 3. 1976. 

Leon C. Daugherty, 

Acting Director , 
Great Lakes Region . 

(FR Doc.76-34639 Filed 11-24-76:8:45 am] 


[14 CFR Part 71] 

[Airspace Docket No. 76-80-94) 

VOR AIRWAYS 
Proposed Revocation 

The Federal Aviation Administration 
(FAA) is considering an amendment to 
Part 71 of the Federal Aviation Regula¬ 
tions that would alter the VOR airway 
structure between St. Petersburg, Fla., 
and Cross City, Fla. 

Interested persons may participate in 
the proposed rule making by submitting 
such written data, views or arguments as 
they may desire. Communications should 
identify the airspace docket number and 
be submitted in triplicate to the Direc¬ 
tor, Southern Region. Attention: Chief. 
Air Traffic Division. Federal Aviation 
Administration, P.O. Box 20636. Atlanta. 
Ga. 30320. All communications received 
on or before December 27, 1976 will be 
considered before action is taken on the 
proposed amendment. The proposal con¬ 
tained in this notice may be changed in 
the light of comments received. 

An official docket will be available for 
examination by interested persons at the 
Federal Aviation Administration, Office 
of the Chief Counsel. Attention: Rules 
Docket, AGC-24, 800 Independence Ave¬ 
nue, SW.. Washington, D.C. 20591. An 
informal docket also will be available for 
examination at the office of the Regional 
Air Traffic Division Chief. 

Request for copies of this Notice of 
Proposed Rule Making should be ad¬ 
dressed to the Federal Aviation Admin¬ 
istration. Office of Public Affairs, Atten¬ 
tion: Public Information Center, APA- 
430, 800 Independence Avenue, SW., 
Washington. D.C. 20591. 

As part of this proposal relates to.the 
navigable airspace outside the United 
States, this notice is submitted in conso¬ 
nance with the ICAO International 
Standards and Recommended Practices. 

Applicability of International Stand¬ 
ards and Recommended Practices by the 
Air Traffic Service, FAA, in areas outside 
domestic airspace of the United States is 
governed by Article 12 of and Annex 11 
to the Convention of International Civil 
Aviation, which pertain to the establish¬ 
ment of air navigation facilities and 
services necessary to promoting the safe, 
orderly, and expeditious flow of civil air 
traffic. Their purpose is to insure that 


civil flying on international air routes is 
carried out under uniform conditions 
designed to improve the safety and effi¬ 
ciency of air operations. 

The International Standards and Rec¬ 
ommended Practices in Annex 11 apply 
in those parts of the airspace under the 
jurisdiction of a contracting state, de¬ 
rived from ICAO, wherein air traffic 
services are provided and also whenever 
a contracting state accepts the responsi¬ 
bility of providing air traffic services 
over high seas or in airspace of undeter¬ 
mined sovereignty. A contracting state 
accepting such responsibility may apply 
the International Standards and Rec¬ 
ommended Practices to civil aircraft in 
a manner consistent with that adopted 
for airspace under its domestic juris¬ 
diction. 

In accordance with Article 3 of the 
Convention on International Civil Avia¬ 
tion, Chicago, 1944, state aircraft are ex¬ 
empt from the provisions of Anex 11 and 
its Standards and Recommended Prac¬ 
tices. As a contracting state, the United 
States agreed by Article 3(d) that its 
state aircraft will be operated in inter¬ 
national airspace with due regard for the 
safety of civil aircraft. 

Since this action involves, in part, the 
designation of navigable airspace out¬ 
side the United States, the Administrator 
has consulted with the Secretary of Stare 
and the secretary of Defense in accord¬ 
ance with the provisions of Executive 
Order 10854. 

The proposed amendment would re¬ 
voke: 

1. That segment of V-35W presently 
established between St. Petersburg. Fla . 
and Cross City, Fla. 

2. That segment of V-97W presently 
established between St. Peterburg, Fla., 
and Salop INT. Fla. 

A review of aircraft operations along 
these airway segments indicates they are 
no longer Justifiable or required for IFR 
operations based upon Improvements in 
the NAS system. 

(8ec. 307(a) and 1110 of the Federal Aviation 
Act of 1958 (49 U.S.C. 1348(a) and 1510), EO 
10854 (24 FR 9565) and Sec. 6(c) of the De¬ 
partment of Transportation Act (49 U.S.C 
1055(c).) 

Issued in Washington, D C., on Novem¬ 
ber 19. 1976. 

William E. Broadwater, 

Chief , Airspace and Air 
Traffic Rules Division 
(FR Doc.76-34844 Filed 11-24-76:8:45 am) 


[14 CFR Parts 71 and 73] 

(Airspace Docket-No. 76-WA-13) 

ALTERATION OF RESTRICTED AREA AND 
FEDERAL AIRWAYS 

Extension of Comment Period 

This notice extends the period for com¬ 
ments to the notice, published October 7, 
1976 (41 FR 44193), proposing the re¬ 
alignment of a portion of V-2/21 Hawaii 
and a redefinition of Restricted Area R- 
3104 A/B/C, Island of Kahoolawe 
Hawaii. 
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A request for an extension of time was 
submitted by the Mayor. County of Maui, 
Hawaii. The PAA has decided that a rea¬ 
sonable extension of the comment closing 
date would not be inappropriate. There¬ 
fore, the comment period is hereby ex¬ 
tended to December 15. 1976. 

<8ec. 307(a) of the Federal Aviation Act of 
1958 (49 U.S.C. 1348(a)) and Sec. 6(c) of the 
Department of Transportation Act <49 U.S.C. 

1656(c).) 

Issued in Washington, D.C., on No¬ 
vember 19, 1976. 

William E. Broadwater, 

Chief , Airspace and Air 
Traffic Rules Division. 
|FR Doc .76-34843 Piled 11-24-76:8:46 am) 

CIVIL AERONAUTICS BOARD 

[ 14 CFR Parts 207, 208, 212, 214, 217, 
241,249, 373a, 389] 

[EDR-314A/ODR-14A/8PDR-62A; Docket 
No. 29359, dated November 19. 1976) 

ESTABLISHMENT OF RULES GOVERNING 
BUSINESS ORIENTED CHARTERS 

Supplemental Notice of Proposed 
Rulemaking 

By notice of proposed rulemaking 
EDR-314/ODR—14/SPDR-52, dated Oc¬ 
tober 29, 1976, the Civil Aeronautics 
Board gave notice that it had under con¬ 
sideration the adoption of a new Part 
373a of its Special Regulations, and the 
amendment of Parts 207, 208, 212, 214, 
217, 241, and 249 of its Economic Regu¬ 
lations as well as Part 389 of its Organi¬ 
zation Regulations, to establish rules 
governing the operation of Business 
Oriented Charters. The Board requested 
that interested parties file initial com¬ 
ments on or before December 3, 1976, 
and reply comments on or before Decem¬ 
ber 20, 1976. 

By letter dated November 17, 1976. 
counsel for the petitioning Incentive 
Companies requested that the due date 
for filing initial and reply comments be 
extended to December 17, 1976, and 
January 7, 1977, respectively. As grounds 
therefor counsel stated, inter alia, that 
the extra time was required in order to 
make a careful analysis of the proposal, 
and to coordinate views among the seven 
petitioners involved. 

No previous extension of time has been 
granted in this proceeding, and it does 
not appear that the granting of the re¬ 
quested extension would prejudice any 
Party to this proceeding. In the interest 
of receiving the views of all interested 
Persons, the undersigned finds that good 
cause has been shown for an extension 
of time for filing comments. 

Accordingly, pursuant to authority 
delegated in 5 385.20(d) of the Board's 
Organization Regulations (14 CFR Part 
385), the undersigned hereby extends the 
time for filing initial comments to De¬ 
cember 17. 1976. and the time for filing 
reply comments to January 7, 1977 . 


(8ec. 204(a), Federal Aviation Act of 1958, 
as amended, 72 Stat. 743, (49 U.S.C. 1324).) 

Simon J. Eilenberg, 
Associate General Counsel, 
Rules Division . 
|FR Doc.76-34853 Filed 11-24-76:8:45 am] 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 
Social Security Administration 
[20CFR Part 405] 

I Reg. No. 6) 

METHODS OF REIMBURSEMENT FOR 
SERVICES FURNISHED BY FEDERALLY- 
FUNDED HEALTH CENTERS UNDER 
TITLE XVIII 

Notice of Proposed Rule Making 

Notice is hereby given, pursuant to the 
Administrative Procedure Act <5 TJ.S.C. 
553), that the amendments to the regula¬ 
tions set forth in tentative form below 
are proposed by the Commissioner of 
Social Security, with the approval of the 
Secretary of Health, Education, and Wel¬ 
fare. The proposed amendments establish 
two methods of Medicare reimbursement 
(reasonable cost and reasonable charge) 
for covered services furnished by public 
or private health care centers (other 
than Federal providers of services) which 
receive United States Government funds 
for operations under a federally-admin¬ 
istered program of health services deliv¬ 
ery. This program is designed to develop 
and support new programs of health 
services or to provide services to meet 
health needs having a specialized region¬ 
al or national significance, such as health 
scarcity areas. Various community 
health centers and the Public Health 
Service were extensively consulted dur¬ 
ing the preparation of these proposed 
amendments. These proposed amend¬ 
ments are not of major program signifi¬ 
cance and the involvement of the health 
care community in their preparation has 
been actively obtained, so that prepara¬ 
tion of a Notice of Intent (as described 
in the Secretary’s policies for developing 
regulations announced on July 25, 1976 > 
would appear counterproductive at this 
point. In keeping with the spirit and in¬ 
tent of the Secretary's policies regard¬ 
ing the development of regulations, publi¬ 
cation of this notice provides ample time 
for public comment, 45 days, and ade¬ 
quate notice to all interested individuals 
and organizations. Interested parties are 
given 45 days from the date of publica¬ 
tion of this notice in which to submit any 
data, views, or arguments to the Social 
Security Administration, Department of 
Health, Education, and Welfare. 

The proposed amendments apply to 
health centers which receive funds under 
federally-administered programs; that 
is. programs under which the Federal 
Government, by grant to or by contract 
with a health center, determines the 
amount of Federal funds the health cen¬ 
ter shall receive for health services de¬ 
livery purposes authorized by Federal 
law. For purposes of these amendments. 


federally-funded health centers include 
those health centers which receive Fed¬ 
eral funds under grants and contracts 
made through an intermediate organiza¬ 
tion, such as the health department of a 
State or local government, provided the 
amount of Federal funds received by the 
health center and the purposes for which 
the funds are used continue to be under 
the control of the Federal grant author¬ 
ity. Health centers which receive Fed¬ 
eral funds under a program in which the 
Federal Government does not exercise 
control over the amount of funds to be 
given a particular health center or the 
uses to which the funds are put, such as 
those which receive block grants or reve¬ 
nue sharing funds, will not be considered 
as operating under a federally-adminis¬ 
tered program. Payment for services fur¬ 
nished by health centers which receive 
funds from a State or local government 
entity may be made under the conditions 
soecified elsewhere in $ 405.312 of Regu¬ 
lation No. 5. 

Section 1862(a)(3) of the Social Se¬ 
curity Act <42 U.S.C. 1395y(a> (3) > ex¬ 
cludes from Medicare reimbursement 
those services which are paid for. di¬ 
rectly or Indirectly, by a governmental 
entity, except in such cases as may be 
specified by the Secretary of Health. Ed¬ 
ucation, and Welfare. Under this author¬ 
ity. the Secretary has authorized the 
Medicare program to provide reimburse¬ 
ment for covered services furnished by 
federallv-funded health centers such as 
the following types of facilities: Com¬ 
munity Health Centers (funded under 
section 330(d) of the Public Health Serv¬ 
ice Act, as amended). Migrant Health 
Centers (funded under section 319(d) 
of the Public Health Sendee Act, as 
amended). Community Mental Health 
Centers (funded under section 203 of the 
Community Mental Health Center Act 
of 1975. and health centers funded by the 
Appalachian Regional Commission. 

Section 405.312(f) of Regulations No. 5 
currently authorizes the Medicare pro¬ 
gram to provide reimbursement on the 
basis of charges related to reasonable 
cost for covered services furnished by 
federally-supported health centers. Un¬ 
der this method of payment, an all-inclu¬ 
sive charge is established prospectively 
for a period up to 6 months. This pro¬ 
spectively determined charge is based on 
the estimated total allowable cost (direct 
and indirect costs) of furnishing covered 
Part B sendees to Medicare beneficiaries 
during the period. Although this all- 
inclusive rate is paid to the health center 
(on a per-bill basis subject to Part B de¬ 
ductible and coinsurance) each time the 
Medicare beneficiary has a face-to-face 
contact with a physician rendering a cov¬ 
ered Part B service, the rate includes re¬ 
imbursement for the estimated cost of all 
covered services furnished to the bene¬ 
ficiary, including services furnished by 
nonphysicians. There is no retroactive 
corrective adjustment for any difference 
between the estimated cost used to estab¬ 
lish the charge and the actual cost in¬ 
curred in furnishing covered Part B serv¬ 
ices for the period. 
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The proposed amendments to §§ 405.- 
242 and 405.312(f) would provide two 
methods of reimbursement for covered 
services furnished by free-standing, fed¬ 
erally-funded health centers. Such a 
health center receiving funds under a 
federally-administered program could 
elect to receive payment for covered serv¬ 
ices furnished to Medicare beneficiaries 
on a reasonable cost basis where the 
health center has a sufficient level of 
Medicare utilization to justify the addi¬ 
tional administrative costs of this 
method of payment. Other free-standing, 
federally-funded health centers would 
receive Medicare reimbursement on the 
basis of reasonable charges (as defined in 
Subpart E of this part), the method of 
Medicare reimbursement generally ap¬ 
plicable to other nonhospital clinics, phy¬ 
sicians. and suppliers of Part B items 
and services. Those federally-funded 
health centers which are part of a pro¬ 
vider of services, as defined in section 
1861(10 of the Act. would continue to be 
paid on the basis of reasonable cost, as 
provided by section 1814 of the Act. 

Under the reasonable cost method of 
reimbursement, interim payments are 
made to a health center during the re¬ 
porting period on the basis of estimated 
costs. A retroactive adjustment is made 
at the end of the reporting period 
‘usually 1 year) to bring interim pay¬ 
ments made to the health center during 
the period into agreement with the reim¬ 
bursable amount payable for covered 
Part B services furnished Medicare pro¬ 
gram beneficiaries during the period. 
Actual costs reimbursable to a health 
center are determined when the health 
center files a cost report and costs are 
verified. 

Under the reasonable charge method 
of reimbursement. Medicare carriers 
which have contracts with the Secretary 
to assist in the administration of the 
supplementary medical insurance pro¬ 
gram (Medicare “Part B”) determine 
the amount of reimbursement for par¬ 
ticular items or services based on, in 
general, the pattern of charges for simi¬ 
lar services in the locality (the prevail¬ 
ing charge) and the physician's or health 
center’s customary charge for the service. 
The reasonable charge payable by Medi¬ 
care may not generally exceed the lower 
of the customary charge, the prevailing 
charge, or the actual charge for the 
covered Part B service. 

The proposed amendments are sup¬ 
portive of the Department of Health. 
Education, and Welfare's health service 
funding regulations, published Janu¬ 
ary 9. 1974 (39 FR 1441), which require 
federally-funded health centers to 
recover, to the maximum extent feasible, 
revenues from all third-party payment 
sources, including the Medicare program. 
The amendments should enable all such 
health centers to qualify for Medicare 
reimbursement for covered Part B serv¬ 
ices they furnish. Many health centers 
have not been able to qualify for pay¬ 
ment under the charge-related-to-rea¬ 
sonable cost method of payment provided 
for in the current regulation because it 


is based on cost reports that they have 
had difficulty producing. Moreover, the 
charge-related-to-reasonable cost meth¬ 
od of payment was designed to accom¬ 
modate situations where there is no fixed 
or established customary charge for 
services. This method of payment was 
provided for at the time the existing 
regulation was adopted because these 
health centers had not generally estab¬ 
lished procedures for billing and collect¬ 
ing fees from their patients. Nevertheless, 
Public Law 94-63, enacted July 29, 1975, 
and the health services funding regula¬ 
tions require federally-funded health 
centers to charge patients according to 
their ability to pay. As a result, many 
health centers have developed sched¬ 
ules of charges and routinely charge 
patients and third parties. Consequently, 
the charges-related-to-reasonable cost 
method of payment currently used for 
reimbursement of these federally-funded 
health centers is no longer entirely 
appropriate. 

The proposed amendments provide 
four criteria, in addition to those pres¬ 
ently required for reimbursement under 
the charges-related-to-reasonable cost 
method of payment, which must be met 
by a free-standing health center to 
qualify for payment on a reasonable cost 
basis. These criteria are as follows: (1) 
the capability to maintain adequate 
statistical and financial records that 
contain the data required for reasonable 
cost reimbursement; (2) a minimum 
number of Medicare beneficiaries who 
are active registrants of the health cen¬ 
ter; (3) a minimum volume of billing for 
Medicare covered Part B services; and 
(4) a minimum amount of annual Medi¬ 
care reimbursement. The purpose of 
these criteria is to assure that the health 
center has a sufficient utilization of serv¬ 
ices by Medicare beneficiaries to justify 
the additional costs and reporting re¬ 
quirements of the reasonable cost method 
of payment. 

The term “reasonable cost" is defined 
in section 1861 (v) of the act and in Sub- 
part D of Regulations No. 5. Thus, the 
reasonable cost of covered Part B serv¬ 
ices furnished to Medicare beneficiaries 
is the actual cost incurred by a health 
center in providing the services exclud¬ 
ing, however, those costs found to be un¬ 
necessary in the efficient delivery of 
health services. Furthermore, only those 
types and items of expense generally 
allowable under the Medicare program, 
as set forth in Subpart D. will be recog¬ 
nized in determining the reasonable cost 
of covered services furnished to Medicare 
beneficiaries by federally-funded health 
centers. The proposed amendments also 
provide that the share to be borne by the 
Medicare program for the cost of covered 
Part B services furnished to Medicare 
beneficiaries by a free-standing, fed¬ 
erally-funded health center shall be de¬ 
termined on the basis of the ratio of the 
health center's charges to Medicare 
beneficiaries for covered Part B services 
to the center’s charges to all patients 
during an accounting period, applied to 
the total allowable direct and indirect 


costs of the health center. This method 
of apportionment of costs shall be used 
by all free-standing, federally-funded 
health centers reimbursed on a reason¬ 
able cost basis. 

Many federally-funded health centers 
have several schedules of charges and, 
as a result, the health center’s charge 
for a particular service may vary accord¬ 
ing to the income or family size of the 
patients. Nevertheless, for purposes of 
Medicare billing and apportionment of 
costs, under the methodology provided 
for in the proposed amendments, the 
federally-funded health center must 
utilize that schedule of charges which 
would be applicable to patients able to 
pay the full cost of services furnished 
by the health center. If a federally- 
funded health center were to include in 
the apportionment ratio charges from 
several different schedules, the result 
might be that the Medicare program 
would not pay that portion of health 
center costs attributable to covered Part 
B services furnished to Medicare bene¬ 
ficiaries. Because of the relatively small 
size and the unique nature of federally- 
funded health centers that are not part 
of a provider of services, the procedures 
specified for hospitals and other provid¬ 
ers of services in Subpart D of Regula¬ 
tions No. 5 regarding interim payments, 
cost finding and apportionment, and re¬ 
troactive adjustments and cost reports 
are not appropriate for use in reimburse¬ 
ment of these health centers. Therefore, 
the proposed amendments do not provide 
for use of these procedures in reimburse¬ 
ment for covered Part B services fur¬ 
nished to Medicare beneficiaries by fed¬ 
erally-funded health centers that are not 
part of a provider of services. However, 
other provisions for payments, appor¬ 
tionment. and retroactive adjustment, 
are provided in 5 405.242. 

We intend to amend Subpart R of Reg¬ 
ulations No. 5 to provide for the appeal 
rights and procedures to be followed by 
a health center that disagrees with the 
determination by the Social Security Ad¬ 
ministration of the amount of reim¬ 
bursement due the health center. 

If there are any questions concerning 
this regulation, you may contact Mr. 
Marty Svolos, Branch Chief. 6401 Se¬ 
curity .Boulevard, Baltimore. Maryland 
21235, telephone—(301) 594-9315. Mr. 
Svolos will respond to questions but will 
not accept comments on this regulation. 
All comments must be submitted in 
writing. 

Prior to the final adoption of the pro¬ 
posed amendments, consideration will be 
given to any data, views, or arguments 
pertaining thereto which are submitted 
in writing to the Commissioner of Social 
Security. Department of Health, Educa¬ 
tion, and Welfare, P.O. Box 1585, Balti¬ 
more, Maryland 21203. on or before Jan¬ 
uary 10. 1977. Copies of all comments re¬ 
ceived in response to this notice will be 
available for public inspection during 
regular business hours at the Washing¬ 
ton Inquiries Section, Office of Informa¬ 
tion. Social Security Administration. 
Department of Health, Education, and 


FEDERAL REGISTER, VOL. 41, NO. 229— FRIDAY. NOVEMBER 26. 1976 








PROPOSED RULES 


52067 


Welfare, North Building, Room 4146. 330 
Independence Avenue, SW., Washington. 
D C. 20201. 

The proposed amendments are issued 
under the authority in sections 1102, 
1862(a) (3), and 1871 of the Social Secu¬ 
rity Act; 49 Stat. 647, as amended, 79 
Stat. 325, as amended, and 79 Stat. 331; 
42 U.S.C. 1302, 1395y(a) (3), and 1395hh. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 13.800 Health Insurance for the 
Aged— Hospital Insurance; No. 13.801— 
Health Insurance for the Aged—Supplemen¬ 
tary Medical Insurance.) 

(It is hereby certified that this proposal has 
been screened pursuant to Executive Order 
No. 11821, and does not require an Inflation 
Impact Evaluation.) 

Dated: August 26. 1976. 

Thomas C. Parrott, 

Acting Commissioner of 
Social Security . 

Approved: November 19, 1976. 

Marjorie Lynch, 

Acting Secretary of Health. 
Education, and Welfare . 

Part 405 of Chapter m of Title 20 of 
the Code of Federal Regulations is 
amended as set forth below: 

1. A new § 405.242 is added to read as 

follows: 


§ 405.242 Payment of supplementary 
medical insurance benefits; methods 
of payment for services furnished by 
federally-funded health centers. 


(a) In lieu of payments that would 
otherwise be made on a reasonable 
charge basis, as defined in Subpart E 
of this part, for items and services cov¬ 
ered under the supplementary medical 
insurance program (Part B), a federally- 
funded health center (as described in 
5 405.312(f)) that is not part of a pro¬ 
vider of services may elect to receive 
reimbursement for covered Part B items 
and services on a reasonable cost basis 
provided that it meets the following 
requirements: 


(1) The health center demonstrates 
to the satisfaction of the Social Security 
Administration (SSA) (i) that it has the 
continuing capability of maintaining 
statistical and financial records which 
contain cost and charge data and such 
other statistical and financial data as 
may be required by the SSA to deter¬ 
mine the reasonable cost of covered 
Part B services furnished to Medicare 
beneficiaries, and (ii) that these sta¬ 
tistical and financial records and such 
other reports as the SSA may require 
can be verified by SSA audit; 

* J he health center provides cov- 

£r^L Pai l B i ervices to at least 250 
Medicare beneficiaries per year; 

in™ J£ e health ccnter s ^mits at least 
looo bills per year for covered Part B 

ficiaries- fUmlshe<1 to Medicare bene- 


' rlle health center can reasoi 
anticipate at least $15,000 in ar 
Medicare reimbursement; 

thl^Qf? 1 # 6 h f, aIth center demonstrat 
the satisfaction of the SSA that a 
sician (or physicians) is present to 


form medical (rather than administra¬ 
tive) services at all times the health 
center is open, each patient is under 
the care of a health center physician, 
and services rendered by nonphysician 
personnel are under the direct super¬ 
vision of a physician; 

(6) The health center agrees not to 
charge any Medicare beneficiary or any 
other person on his behalf for items and 
services for which the individual is en¬ 
titled to have payment made under the 
provisions described in the regulations 
in this Part 405; and 

(7) The health center agrees to return 
or make proper disposition of any 
amounts incorrectly collected from a 
Medicare beneficiary or from any other 
person on his behalf. 

(b) In determining the reasonable cost 
of covered Part B services furnished to 
Medicare beneficiaries by federally- 
funded health centers that qualify for 
and elect to be paid under paragraph 
(a) of this section, the types and items 
of costs incurred which are allowable 
under the principles of reimbursement 
for provider costs, as set forth in Sub¬ 
part D of this part, will be allowable. 
The share to be borne by the Medicare 
program for the cost of covered Part B 
services furnished to Medicare benefi¬ 
ciaries shall be determined on the basis 
of the ratio of the health center charges 
to Medicare beneficiaries for covered 
Part B items and services to the health 
center charges to all patients during an 
accounting period, applied to the total 
allowable direct and indirect costs of the 
health center on a departmental basis. 

(c) Payments made to a federally- 
funded health center which is reimbursed 
on a reasonable cost basis during an ac¬ 
counting period shall be subject to retro¬ 
active corrective adjustment at the end 
of the accounting period, so as to assure 
that the health center is paid for the 
reasonable cost actually incurred for the 
period (excluding therefrom any part of 
the incurred cost found to be unneces¬ 
sary in the efficient delivery of health 
services) for the types of expenses re¬ 
imbursable under Subpart D of this part. 
This adjustment shall be made based on 
a determination by the SSA of the total 
reimbursement due the health center by 
the Medicare program for the period and 
following the submission by the health 
center and review by the SSA of an ade¬ 
quate cost report that sets out the health 
center’s costs and such other information 
as the SSA may require. The cost report 
shall be submitted in such form and de¬ 
tail as may be required by the SSA. A 
written notice of the amount of program 
reimbursement shall be provided to the 
health center setting forth the SSA’s de¬ 
termination of the total reimbursement 
due the health center for the period and 
shall constitute the basis for retroactive 
adjustment. 

(d) Payments which are made to fed¬ 
erally-funded health centers reimbursed 
on the basis of reasonable cost for cov¬ 
ered Part B items and services are sub¬ 
ject to the Part B deductibles for Medi¬ 
care beneficiaries and shall not exceed 
80 percent of the reasonable cost that the 


health center incurs in providing the cov¬ 
ered Part B items and services. The 
health center’s charges to the Medicare 
beneficiary shall not exceed 20 percent of 
the health center’s customary charge for 
the covered Part B items and services 
furnished, plus any unsatisfied deductible 
amounts and charges for noncovered 
services. 

(e> If the health center is part of a 
provider of services, it shall be paid under 
the requirements of Subpart D of this 
part. 

2. Paragraph (f) of § 405.312 is revised 
to read as follows: 

§ 405.312 Nonreimbursable expense*; 

items or service* paid for by govern¬ 
mental entity. 

• • • • • 

(f) Payment may be made as provided 
in § 405.242, for items and services fur¬ 
nished by a public or private health care 
center (other than a Federal provider of 
services) which receives United States 
Government funds for operations under 
a federally-administered program for 
health services delivery, provided the 
health center receiving the funds cus¬ 
tomarily seeks reimbursement for items 
and services not covered under title 
XVIII of the Social Security Act (Medi¬ 
care) from all resources available for the 
health care of its patients, e.g., private 
insurance, patients’ cash resources, etc. 
A federally-administered program of 
health services delivery is designed to de¬ 
velop and support new programs of 
health services or to provide services to 
meet health needs having a specialized 
regional or national significance. Under 
these programs, the Federal Government, 
by grant to or by contract with a health 
center, determines the amount of Federal 
funds the health center is to receive and 
the purposes for which these funds are to 
be used under the provisions of Federal 
law. 


| FR Doc.76-34807 Filed 


11-24-76:8:45 ami 


T 20 CFR Part 405 ] 

(Reg. No. 6) 

FEDERAL HEALTH INSURANCE FOR THE 
AGED AND DISABLED; PRINCIPLES OF 
REIMBURSEMENT FOR PROVIDER 
•COSTS 

Elimination of the Combination Method of 
Apportionment and Modified Cost Find¬ 
ing for Providers Using the Combination 
Method 

Notice is hereby given, pursuant to the 
Administrative Procedure Act (5 U.S.C. 
553), that the amendments to the regu¬ 
lations set forth in tentative form below 
are proposed by the Commissioner of 
Social Security with approval of the Sec¬ 
retary' of Health, Education, and Wel¬ 
fare. The proposed amendments, which 
have been in process since April 1975 and 
do not have major program significance, 
provide for the elimination of the Com¬ 
bination Method of apportionment and 
modified cost finding for cost reporting 
periods starting after December 31, 1977. 
For cost reporting periods starting after 
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December 31, 1977, all providers are re¬ 
quired to use the more precise Depart¬ 
mental Method of apportionment and 
step-down cost finding or a more sophis¬ 
ticated method of cost finding which will 
result in uniformity with respect to cost 
reporting and cost finding and appor¬ 
tionment methods. Moreover, providers 
now using the Combination Method of 
apportionment and modified cost finding 
may elect to use the Departmental 
Method of apportionment and step-down 
or a more sophisticated method of cost 
finding for cost reporting periods ending 
on or after the effective date of these 
amendments. In keeping with the spirit 
and intent of the Secretary’s policies 
regarding the development of regula¬ 
tions, announced July 25, 1976, publica¬ 
tion of this notice will provide adequate 
notice and ample time for all interested 
individuals and organizations to com¬ 
ment. Interested parties will have until 
January 10, 1977 to submit their views 
and comments. 

For cost reporting periods starting be¬ 
fore January 1. 1972, all hospitals, hos¬ 
pital-skilled nursing facility complexes, 
and skilled nursing facilities, regardless 
of bed size, were permitted to use either 
the Combination Method of apportion¬ 
ment or the more detailed Departmental 
Method of apportionment for* determin¬ 
ing the health insurance program’s share 
of providers' allowable costs. With either 
method of apportionment, providers 
were required to use step-down or a more 
sophisticated method of cost finding for 
determining their allowable costs in¬ 
curred in each revenue-producing de¬ 
partment and nonallowable activity. 

For cost reporting periods starting 
after December 31, 1971. hospitals and 
hospital-skilled nursing facility com¬ 
plexes having less than 100 beds and all 
skilled nursing facilities have been re¬ 
quired to use the Combination Method of 
apportionment and modified cost find¬ 
ing. and hospitals and hospital-skilled 
nursing facility complexes having 100 
beds or more have been required to use 
the Departmental Method of apportion¬ 
ment and step-down cost finding or a 
more sophisticated method of cost find¬ 
ing. The requirements for certain pro¬ 
viders to use the simpler Combination 
Method of apportionment and modified 
cost finding and other providers to use 
the Departmental Method of apportion¬ 
ment and step-down or a more sophis¬ 
ticated method of cost finding were es¬ 
tablished in accordance with the report 
of the Senate Finance Committee (S. 
Rep. No. 91-1431. 91st Cong.. 2d sess. 178 
f 1970)) which accompanied H.R. 17550. 
The objective in imposing these require¬ 
ments was to eliminate the choice of 
reimbursement methods which are avail¬ 
able to providers for cost reporting pe¬ 
riods starting before January 1, 1972. 
Moreover, the Committee sought to re¬ 
lieve the smaller and less complex pro¬ 
viders of the necessity for developing the 
more sophisticated accounting proce¬ 
dures as now required by step-down cost 
finding and the Departmental Method of 
apportionment. 


After mandating the use of the two 
apportionment methods for cost report¬ 
ing periods starting after December 31. 
1971, we received a significant amount of 
correspondence from providers directly 
and from Congressmen on behalf of pro¬ 
viders required to use modified cost rnid- 
ing and the Combination Method of ap¬ 
portionment that expressed a desire to 
use the more precise step-down cost find¬ 
ing and the Departmental Method of ap¬ 
portionment and that indicated an abil¬ 
ity to do so. Situations have also come to 
light, as evidenced by information re¬ 
ceived from the General Accounting Of¬ 
fice and by results of our own reviews, 
which indicated that the more precise 
Departmental Method of apportionment 
and step-down or a more sophisticated 
method ot cost finding may be more ap¬ 
propriate for providers now required to 
use the Combination Method of appor- 
tionment and modified cost finding. For 
these reasons, we conducted a survey to 
determine whether providers presently 
using the Combination Method of appor¬ 
tionment and modified cost finding are 
able and also willing to convert to the 
Departmental Method of apportionment 
and step-down or a more sophisticated 
method of cost finding. The survey was 
based on a statistically valid sample of 
842 providers which was representative 
of all providers now required to use the 
Combination Method of apportionment 
and modified cost finding. The questions 
asked in the survey were formulated to 
determine whether (1) total costs and 
charges and health insurance program 
charges could be accumulated for each 
ancillary department; (2) total costs and 
inpatient days and health Insurance in¬ 
patient days could be accumulated for 
each special care inpatient hospital unit; 
and (3) providers were willing to convert 
to the Departmental Method of appor¬ 
tionment and step-down or a more so¬ 
phisticated method of cost finding. This 
survey revealed that all but a few of the 
providers surveyed are able to develop 
the necessary statistics which would en¬ 
able them to use the Departmental 
Method of apportionment and step-down 
or a more sophisticated method of cost 
finding. Moreover, a majority of the pro¬ 
viders surveyed stated their preference to 
use the Departmental Method of appor¬ 
tionment and step-down or a more so¬ 
phisticated method of cost finding. 

The Departmental Method, using step- 
down or a more sophisticated method of 
cost finding, which requires more de¬ 
tailed computations than the Combina¬ 
tion Method using modified cost finding 
In determining the health insurance pro¬ 
gram’s share of providers' allowable costs 
would not impose excessive detail on pro¬ 
viders now using the Combination 
Method of apportionment and modified 
cost finding. In order to make the con¬ 
version to the Departmental Method of 
apportionment and step-down or a more 
sophisticated method of cost finding, 
providers would be required to maintain 
statistics so that costs and charges can be 
identified for each ancillary department 
and costs and patient care days can be 


identified for each special care unit, 
rather than making these determinations 
for ancillary departments as a group and 
special care units as a group now required 
under the Combination Method of appor¬ 
tionment and modified cost finding. 
Identifying these statistics for reim¬ 
bursement purposes would require little 
additional effort for providers presently 
using the Combination Method of appor¬ 
tionment and modified cost finding since 
these providers now maintain these sta¬ 
tistics for routine care, renal dialysis, 
delivery room and labor room, and non¬ 
allowable activities. In making the con¬ 
version to the Departmental Method of 
apportionment and step-down or a more 
sophisticated method of cost finding, 
there would be the advantage of pro- 
viders'performing cost finding in a more 
precise manner in that costs of each non- 
revenue-producing department would be 
allocated separately to each revenue- 
producing department and thereby more 
precisely, rather than allocated in groups 
to revenue-producing departments. 

Although the Combination Method of 
apportionment and modified cost finding 
originally offered, some simplicity in the 
manner in which the health insurance 
program determines its share of the 
smaller and less complex providers’ al¬ 
lowable costs, legislative amendments 
affecting the health insurance program 
since 1972, no longer permit this aim 
plicity. For cost reporting periods ending 
after June 30, 1973. allowable costs must 
be identified separately for renal dialysis 
services and delivery room and labor 
room services. Moreover, additional in¬ 
formation and computations are now re¬ 
quired on the cost reports as a result of 
Section 223, Limitations on Coverage of 
Costs; Section 233, Payments of Lower 
of Costs or Charges; and Section 221. 
Limitation on Federal Participation for 
Capital Expenditures; of P.L. 92-603. 
Because of these Social Security Amend¬ 
ments of 1972, which have added detail 
to the cost reports for providers, reten¬ 
tion of the Combination Method of ap¬ 
portionment and modified cost finding 
on the basis of simplicity can no longer 
be achieved. The amendments mandate 
greater precision in cost reporting which 
can best be achieved by using the Depart¬ 
mental Method of apportionment and 
step-down or a more sophisticated 
method of cost finding. 

The cost reports required by the health 
insurance program from providers using 
the Departmental Method of apportion¬ 
ment and step-down or a more sophisti¬ 
cated method of cost finding would not 
unduly burden providers presently using 
the Combination Method of apportion¬ 
ment and modified cost finding. Many 
providers using the Ccmbination Method 
of apportionment and modified cost find¬ 
ing do not have the variety of activities 
which would require them to complete 
every page of the cost report for the 
Departmental Method of apportionment 
and step-down or a more sophisticated 
method of cost finding. These providers 
would be required to complete only those 
forms which are applicable to their oper¬ 
ations. For example, providers that do 
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not have provider-based physicians may 
ignore the forms for reporting provider- 
based physician compensation. In addi¬ 
tion, providers may. as permitted in the 
past, file less than a full cost report 
where they have a low utilization of cov¬ 
ered services by health insurance pro¬ 
gram beneficiaries and have received 
correspondingly low interim reimburse¬ 
ment payments. In these cases, interme¬ 
diaries mav permit providers to submit 
only a minimum amount of cost report 
information in order to determine the 
health insurance program's share of pro¬ 
viders' allowable costs. 

The proposed amendments to the reg¬ 
ulations provide for the elimination of 
the Combination Method of apportion¬ 
ment and modified cost finding for cost 
reporting periods starting after Decem¬ 
ber 31. 1977. Providers now using the 
Combination Method of apportionment 
and modified cost finding may use the 
Departmental Method of apportionment 
and step-down or a more sophisticated 
method of cost finding for cost reporting 
periods ending on or after the effective 
date of these amendments. However, all 
providers must use the Departmental 
Method of apportionment and step- 
down or a more sophisticated method of 
cost finding for cost reporting periods 
starting after December 31, 1977. Pro¬ 
viders which begin to participate in the 
health insurance program on or after 
the date on which final regulations on 
this matter are effective, must use the 
Departmental Method of apportionment, 
starting with their first cost-reporting 
period. These proposed amendments will 
result in greater uniformity with respect 
to cost reporting, cost finding and ap¬ 
portionment methodology. 

If there are any questions concerning 
these amendments, you mav contact 
Hugh McConville. Branch Chief. 6401 
Security Boulevard, Baltimore. Mary¬ 
land 21235. telephone: (301) 594-9430. 
Mr. CcConville will respond to questions, 
but will not accept comments on these 
amendments. 


Prior to the final adoption of the pro¬ 
posed amendments to the regulations 
consideration will be given to any data 
views, or arguments pertaining theretc 
which are submitted in writing to th< 
Commissioner of Social Security, De¬ 
partment of Health, Education, and Wei- 
fare, Social Security Administration 

oinno ® ox Baltimore. Mary lane 

<si203. on or before January 10. 1977. 

Copies of all comments received in re¬ 
sponse to this notice will be available foi 
public inspection during regular busines* 
hours at the Washington Inquiries Sec¬ 
tion, Office of Information, Social Secu- 
nty Administration, Department oJ 
Education, and Welfare, North 
Building Room 4146. 330 Independence 
e ’ SW ‘* Washington, D.C. 20201. Ir 
addition, a copy of the survey report en- 
Questionnaire on Conversior 
rrom the Combination method to th< 
Departmental Method of Cost Appor- 

wl]1 al5 ° be available for in¬ 
spection in that office. 


The proposed amendments are to be 
Issued under the authority contained in 


sections 1102, 1814(b), 1815, 1833(a), 
1861 (v) and 1871 of the Social Security 
Act, 49 Stat. 647, as amended, 79 Stat. 
294. 79 Stat. 297, 79 Stat. 302, 79 Stat. 
322. as amended. 79 Stat. 331, 42 U.S.C. 
1302, 1395f(b), 1395g, 13951(a), 1395x(v), 
and 1395hh. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 13.800, Health Insurance for the 
Aged—Hospital Insurance; No. 13.801. Health 
Insurance for the Aged — Supplementary 
Medical Insurance.) 

(It is hereby certified that this proposal has 
been screened pursuant to Executive Order 
No. 11821, and does not require an Inflation 
Impact Evaluation.) 

Dated: October 15.1976. 

J. B. Cardwell, 
Commissioner of Social Security. 

Approved: November 19, 1976. 

Marjorie Lynch, 

Acting Secretary of Health , 
Education , and Welfare . 

Part 405 of Chapter HI of Title 20 of 
the Code of Federal Regulations is 
amended as set forth below: 

1. In 5 405.404, paragraph (b) is re¬ 
vised and paragraph (c) is added to read 
as follows: 

§ 405.404 Methods of apportionment 
under title XVIII. 

• • • • • 

(b) For cost reporting periods starting 
after December 31, 1971, and before 
January 1, 1978. the principles of reim¬ 
bursement under title XVIII of the Act 
require certain providers as described in 
5405.452(c) to use the Departmental 
Method of apportionment as described in 
5 405.452(b) (1). However, for cost report¬ 
ing periods starting after December 31, 
1977, all providers described in 5 405.452 
(c) are required to use the Departmental 
Method of apportionment. Use of the 
Departmental Method requires cost find¬ 
ing as described in 8 405.453(d)(1) and 
(2) to determine the division of the 
provider's costs among general routine 
care, routine care in each special care 
unit, each ancillary department that is 
revenue producing, i.e., departments 
furnishing services to patients for which 
charges are made, and nonallowable ac¬ 
tivities. 

(c) For cost reporting periods starting 
after December 31. 1971, and ending be¬ 
fore (insert date 30 days following date 
of final publication), the principles of re¬ 
imbursement under title XVm of the 
Act require certain providers as described 
in 8 405.452(c) to use the Combination 
Method of apportionment as described 
in 8 405.542(b)(2). For cost reporting 
periods ending on or after (insert date 30 
days following date of final publication), 
these providers are permited to use the 
Department Method of apportionment. 
However, providers that do not make this 
change may continue to use the Com¬ 
bination Method of apportionment for 
cost reporting periods ending on or after 
(insert date 30 days following date of 
final publication), and starting before 
January 1. 1978, after which the Depart¬ 
ment Method of apportionment must be 
used. 


(1) For cost reporting periods ending 
before July 1, 1973, use of the Combina¬ 
tion Method of apportionment necessi¬ 
tates cost finding as described in 8 405.- 
453(d)(3) to determine the division of 
the provider’s total allowable costs 
among general routine care, routine care 
in special care units, aggregate ancillary 
services and nonallowable activities. 

(2) For cost reporting periods ending 
after June 30, 1973, and stating before 
January 1, 1978. use of the Combination 
Method necessitates cost finding as de¬ 
scribed in 8 405.453(d)(3) to determine 
the division of the provider's total costs 
among general routine care, routine care 
in special care units, renal dialysis, de¬ 
livery room and labor room, the ag¬ 
gregate of all other ancillary services, and 
nonallowable activities. 

2. Paragraph (c) of 8 405.452 is revised 
to read as follows: 

§ 405.452 Determination of coat of serv¬ 
ice* to beneficiaries. 


(c) Availability of apportionment 
methods for cost reporting periods start - 
ing after December 31 , 1971. For cost re¬ 
porting periods starting after December 
31, 1971, providers shall use the applica¬ 
ble apportionment method indicated as 
follows: 

(1) Cost reporting periods starting 
after December 31 , 1971. and ending be - 
fore (insert date 30 days following date 
of final publication). —(1) Hospitals 
having less than 100 beds . Any hospital 
or hospital complex (a hospital that also 
contains inpatient areas in which 
patients receive a lower than hospital 
level of care) having less than 100 beds, 
certified and noncertifled (including all 
beds, exclusive of newborn beds in the 
nursey, in any inpatient area of the facil¬ 
ity regardless of the level of care 
rendered), on the first day of its cost 
reporting period must use the Combina¬ 
tion Method of apportionment (see para¬ 
graph <b) (2) of this section). Where the 
combined bed capacity of a hospital- 
skilled nursing facility complex is less 
than 100 beds, the Combination Method 
of apportionment shall be used by both 
components. 

(ii) Other hospitals. Any hospital or 
hospital complex (a hospital that also 
contains inpatient areas in which pa¬ 
tients receive a lower than hospital level 
of care) having 100 or more beds, certi¬ 
fied and noncertifled (including all beds, 
exclusive of newborn beds in the nursery, 
in any inpatient area of the facility re¬ 
gardless of the level of care rendered), 
on the first day of its cost reporting 
period must use the Departmental Meth¬ 
od of apportionment (see paragraph (b) 
(1) of this section). 

(iii) Skilled nursing facilities. Skilled 
nursing facilities, regardless of bed size, 
must use the Combination Method of 
apportionment (see paragraph (b) (2) of 
this section), except as specified in par¬ 
agraph (c)(1) (ii) of this section. 

(2) Cost reporting periods ending on 
or after (insert date 30 days following 
date of final publication). —(i) Provid¬ 
ers required to use the Combination 
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Method of apportionment as specified in 
paragraphs (c)(1) (i) and (c)(1) (iii) of 
this section may use the Departmental 
Method of apportionment beginning 
with their first cost reporting period 
ending on or after (insert date 30 days 
following date of final publication). How¬ 
ever, providers not electing to use the 
Departmental Method of apportionment 
for cost reporting periods ending on or 
after (insert date 30 days following date 
of final publication), must use the De¬ 
partmental Method of apportionment 
for cost reporting periods starting after 
December 31, 1977. After providers con¬ 
vert to the Departmental Method of ap¬ 
portionment, the Combination Method 
of apportionment can no longer be used. 

(ii) Providers identified in paragraph 
(c) (1) (ii) of this section must continue 
using the Departmental Method of ap¬ 
portionment for cost reporting periods 
ending on or after (insert date 30 days 
following date of final publication). 

(iii) Providers, regardless of bed size, 
entering the program on or after (insert 
date 30 days following date of final 
publication), must use the Departmen¬ 
tal Method of apportionment starting 
with their first cost reporting period. 

• • • • + 

3. In 5 405.453. paragraph (f)(3) is 
added to read as follows: 

§ 405.453 Adequate cost data and cost 

finding. 

• • • • • 

(f) • • • 

(3) Conditions under which less than 
a full cost report may he filed. —(1) No 
health insurance program utilization. A 
provider that has not furnished any cov¬ 
ered services to health insurance pro¬ 
gram beneficiaries during the entire cost 
reporting period need not file a full cost 
report to comply with health insurance 
program cost reporting requirements. 
The provider must submit to its inter¬ 
mediary a statement, signed by an au¬ 
thorized provider official, which identi¬ 
fies the cost reporting period to which 
the statement applies and states that no 
covered services were furnished during 
the cost reporting period and no claims 
for health insurance program reim¬ 
bursement will be filed for this cost re¬ 
porting period. This statement must be 
accompanied by the cost reporting forms 
designated by the Social Security Ad¬ 
ministration for such cases. The proper 
forms and signed statement must be 
submitted within 30 days following the 
close of the applicable cost reporting 
period. 

(ii) Low health insurance program 
utilization. The intermediary may au¬ 
thorize less than a full cost report where 
a provider has had low utilization of 
covered services by health insurance 
program beneficiaries in a cost reporting 
period and received correspondingly low 
interim reimbursement payments which, 
in the aggregate, appear to Justify mak¬ 
ing a final settlement for that period 
based on less than a normally required 
full cost report. Based on the interme¬ 
diary's knowledge of the provider's health 
insurance program utilization and in¬ 


terim payments and the intermediary’s 
conclusion that it can determine the rea¬ 
sonable cost of covered services furnished 
health insurance program beneficiaries, 
the intermediary shall advise the pro¬ 
vider that less than a full cost report 
may be filed. In this situation, the inter¬ 
mediary shall require that the provider 
furnish the cost reporting forms desig¬ 
nated by the Social Security Adminis¬ 
tration for such cases, and any other 
financial and statistical data the in¬ 
termediary may deem appropriate de¬ 
pending upon the circumstances in the 
individual case. However, regardless of 
low health insurance program utiliza¬ 
tion or the amount of aggregate interim 
reimbursement, the intermediary may 
require full cost reporting if that is nec¬ 
essary to serve the best interest of the 
program. The dates for submitting less 
than full cost report where there is low 
health insurance program utilization are 
the same as those in paragraph (f) (2) 
of this section. 

IFR Doc.76-34808 Filed ll-24-76;8:45 am] 


Food and Drug Administration 
[ 21 CFR Parts 1, 369, 500. 701, 740, 801 ] 

[Docket No. 76N-04601 

FLUOROCARBONS AND OTHER HALO- 
CARBONS IN FOODS, DRUGS, ANIMAL 
DRUGS, BIOLOGICAL PRODUCTS, COS¬ 
METICS, AND MEDICAL DEVICES 

Notice of Intent To Propose Rules; Request 
For Information 

The Food and Drug Administration 
(FDA) announces its intention to pur¬ 
pose rules to phase out, within a reason¬ 
able time period, all nonessential uses of 
at least the fully halogenated chloro- 
fiuoroalkanes (referred to as “chloro- 
fluorocarbons” in this document). such as 
chlorofiuorocarbons 11, 12, 13, 113, 114, 
and 115, in foods, human drugs, animal 
drugs, biological products, cosmetics, 
and medical devices. Chlorofiuorocarbons 
may deplete stratospheric ozone, leading 
to an increase in skin cancer, climatic 
changes, and other adverse effects. The 
Commissioner of Food and Drugs is in¬ 
viting the submission of comments and 
information concerning the contem¬ 
plated proposal and related matters, in¬ 
cluding risks of stratospheric ozone 
depletion and other adverse effects on 
the atmosphere posed by other halocar- 
bons used in FDA-regulated products. 
In this document, the term “halocar- 
bons” means carbon compounds fully or 
partially substituted with halogews; i.e., 
the compound consists of carbon and 
halogen or carbon, halogen, and hydro¬ 
gen atoms. Interested persons have until 
January 25,1977 to submit comments and 
information. 

Elsewhere in this issue of the Federal 
Register, the Commissioner has pro¬ 
posed to require warning statements on 
foods, over-the-counter <OTC) human 
drugs, animal drugs, cosmetics, and non- 
restricted medical devices in self-pres¬ 
surized containers that contain volatile 
chlorofiuorocarbons. The proposal states 
the Commissioner’s reasons for believing 


that long-term continued use of these 
chlorofiuorocarbons would pose a sig¬ 
nificant risk to the public health and 
environment by reducing stratospheric 
ozone. Chlorofiuorocarbons may also af¬ 
fect the climate by absorbing infrared 
radiation. Because of these considera¬ 
tions, the Commissioner has proposed 
warning statements as an interim meas¬ 
ure while further regulatory action is 
undertaken. 

The Commissioner intends in the near 
future to propose rules to phase out non- 
essential uses of at least chlorofluorocar- 
bons in products regulated by FDA. He 
also plans to examine whether any other 
halocarbons pose sufficient risks of in¬ 
jury to health and the environment 
through ozone depletion or other effects 
on the atmosphere to warrant regulatory 
action. Information is sought with re¬ 
spect to all halocarbons including those 
which: (a) are not fully halogenated, 
i.e., contain hydrogen atoms in addition 
to carbon and halogen atoms; (b) are 
unsaturated, i.e., contain one or more 
carbon-carbon double bonds; (c) contain 
fluorine as the sole halogen; and (d) 
contain halogens other than, or in addi¬ 
tion to. chlorine and fluorine. 

There are indications that halocar¬ 
bons containing hydrogen atoms (hydro- 
halocarbons), such as hydrochloro¬ 
fluorocarbon 22 (CHClFa) and methyl 
chloroform (CH^CCi), and halocarbons 
containing carbon-carbon double bonds 
may be less stable in the troposphere 
(i.e.. more likely to be oxidized by 
hydroxyl radicals) and thus less likely to 
reach the strateosphere to destroy ozone. 
The Commissioner has placed in the 
public record relating to this notice a let¬ 
ter from E. I. duPont de Nemours and 
Co. providing information purporting to 
show that the hydrochlorofluorocarbons 
do not pose a serious risk of depletion 
of strateospheric ozone (Ref. 1). DuPont 
cited studies (Ref. 2) indicating that 
hydrochlorofluorocarbons may have 15- 
to 50-fold less of an adverse impact on 
ozone relative to chlorofiuorocarbons. 
However, it has thus far been difficult to 
determine precisely the actual tropo¬ 
spheric residence times for specific 
hydrochlorofluorocarbons or other hy- 
drohalocarbons. A major uncertainty 
concerning their tropospheric residence 
times results from the lack of informa¬ 
tion about the concentrations of avail¬ 
able hydroxyl radicals in the troposphere. 

Those fluorocarbons that contain 
flourine as the sole halogen may either be 
fully fluorinated (e.g., the perfluorocar- 
bons such as fluorocarbon F-14 (CF.)) or 
partially fluorinated. such as the hydro- 
fluorocarbons, an example of which 
w'ould be fluorocarbon 152a (CHsCHF.-). 
Because of the high stability of the 
carbon-fluorine bond (Ref. 3), perfluoro- 
carbons and hydrofluorocarbons are not 
as readily broken down in the 
troposphere as other halocarbons. The 
carbon-fluorine bond may be broken by 
ultraviolet radiation in the strateo¬ 
sphere, but the fluorine atom quickly 
abstracts a hydrogen atom from resident 
hydrogen donors (e.g., methane) to form 
hydrogen fluoride. The hydrogen- 
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fluorine bond is not subject to attack by 
hydroxyl radicals, and photodissocia¬ 
tion, i.e., attack by available ultraviolet 
radiation, is less probable, (relative to 
the photodissociation of hydrogen 
chloride). Thus, fluorine radicals are not 
as available (relative to chlorine radi¬ 
cals) for attack on ozone (Ref. 4). Ac¬ 
cordingly. perfluorocarbons and hydro- 
fluorocarbons are not expected to have 
a significant adverse impact on strato- 
speric ozone. However, perfluorocarbons 
and hydrofluorocarbons may prevent 
natural heat losses by the earth into 
space because, like all other fluorocar¬ 
bons tested, they absorb infrared radia¬ 
tion of certain wavelengths. The magni¬ 
tude and significance of this effect are 
not yet fully understood. 

The Commissioner is not aware of any 
bromocarbons or iodocarbons that are, or 
are planned to be. used in products sub¬ 
ject to FDA regulation. Bromine is at 
least as efficient as chlorine in its ability 
to act as a catalyst in the destruction 
of ozone (Ref. 5). There are many un¬ 
answered questions concerning the 
atmospheric stability and behavior of 
bromocarbons and iodocarbons. 

Clearly, there are many unresolved 
Questions regarding the risks associated 
with the release into the atmosphere of 
halocarbons other than chlorofluoro- 
carbons. Comments and information on 
matters identified below will facilitate 
the Commissioner’s effort to prepare a 
proposed rule of appropriate scope to 
deal with the possible risks of ozone de¬ 
pletion and other adverse atmospheric 
effects from various halocarbons and to 
prepare the necessary environmental and 
inflation impact statements. The Com¬ 
missioner invites comments from in¬ 
dustry, the scientific community, and 
other interested persons. These submis¬ 
sions will be considered before a rule is 
proposed on the specific matter. 

The Commissioner requests informa¬ 
tion on halocarbons used or having a 
potential for use in any FDA-regulated 
products. Specifically, the information 
submitted should address the follow¬ 
ing: 


1. Uses and amounts (reported by mil¬ 
lions of pounds per specific producl 
category, e.g.. hair sprays, liquid food 
freezants) for the year 1975 In PDA- 
regulated products of all specific halo¬ 
carbons (except those uses of chloroflu- 
orocarbons in self-pressurized contain¬ 
ers that are the subject of the warning 
label requirement published elsewhere 
111 ‘ru* Issue of the Federal Register) 

2. The reasons for believing that the 
use of any sDeciflc halocarbon listed 
under item 1 above in an PDA-regulated 
product is essential. In the format listed 

sn.mh* U K d f^ 2a and 2b - Information U 
sought both on essential use in self- 

containers and other uses 
such as in liquid food freezants and poly- 
{ oam sheet l0T Packaging. Infor¬ 
mation is sought on whether there are 

in 1 'pT?A S - tIal , u . se ! ot chlorofluorocarbon' 
Products. Even though 

thk HmT? 1SS On ? r has not Proposed at 
a wam ing for certain 
uses of chlorofluorocarbons, e.g.. in pre¬ 


scription drugs, OTC drugs used for 
direct inhalation, and certain pressurized 
gas cylinders used for sterilizing, he in¬ 
tends to review further whether these 
uses are essential and requests the sub¬ 
mission of relevant information. 

The information requested should in¬ 
clude the following: 

a. Essential uses, in specific product 
categories, of chlorofluorocarbons for 
which there are no available substitutes. 
Specify, why the uses are essential and 
why there are no substitutes. 

b. Essential uses, in specific product 
categories, of other halocarbons for 
which there are no available substitutes. 
Specify why the uses are essential and 
why there are no substitutes. 

3. Projected uses and amounts (mil¬ 
lions of pounds per specific product cate¬ 
gory in the United States per year) of 
available substitutes should there be a 
ban on chlorofluorocarbons used in all 
FDA-regulated products. This would in¬ 
clude specific substitutes for chlorofluoro¬ 
carbons used in a given product (e.g.. re¬ 
placing chlorofluorocarbon 12 propellant 
in a self-pressurized container with hy¬ 
drofluorocarbon 142b, carbon dioxide, or 
propane) and substitute products (e.g., 
replacing a self-pressurized container 
with a pump spray, lotion, or stick). 
Additional information on the substitutes 
should include: 

a. Economic Impacts associated with 
making the substitutions. 

b. Time necessary to make the substi¬ 
tutions. 

c. Differences between the energy re¬ 
quirements of the substitutes and the 
energy consumption associated with the 
existing uses of the chlorofluorocarbons. 

d. Significant environmental impacts 
associated with making the substitutions. 

4. Indicators of tropospheric and strat¬ 
ospheric stability of any of the halo¬ 
carbons with current or projected uses 
in FDA-regulated products. Information 
is particularly requested with respect to 
the hydrochlorofluorocarbons. 

5. Indicators of effects on ozone reduc¬ 
tion of anv of the halocarbons with cur¬ 
rent or projected uses in FDA-regulated 
products. Information is particularly re¬ 
quested on the hydrochlorofluorocarbons. 

6. Indicators of effects on infrared 
radiation absorption of any of the halo¬ 
carbons with current or projected uses in 
FDA-regulated products. 

7. Intermediate products that may be 
formed in the troposphere resulting from 
the breakdown of halocarbons with cur¬ 
rent or projected use In FDA-regulated 
products. Any information relating to the 
potential for such intermediates to be 
formed, their tropospheric residence 
times, concentrations in respirable air 
that might result form current or pro¬ 
jected uses, and their toxicity should be 
included. 
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Any interested persons who have in¬ 
formation relating to any of the specific 
requests listed above, regardless of 
whether they can supply data relating to 
all of the requests, are encouraged to re¬ 
spond. Interested persons may, on or be¬ 
fore January 25. 1977, submit to the 
Hearing Clerk, Food and Drug Adminis¬ 
tration, Rm. 4-65. 5600 Fishers Lane. 
Rockville. MD 20857. written comments 
(preferably in quintupllcate and identi¬ 
fied with the Hearing Clerk docket num¬ 
ber found in brackets in the heading of 
this document) regarding this notice. 
Received comments may be seen in the 
above office between the hours of 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: November22,1976. 

A. M. Schmidt. 

Commissioner of Food and Drugs. 

[FR Doc.76-34835 Filed 11-23-76:10:00 ami 


[21 CFR Parts 1, 369, 500, 740, and 801 ] 

[Docket No. 76N-04591 

CERTAIN FLUOROCARBONS (CHLORO¬ 
FLUOROCARBONS) IN FOOOS. DRUGS, 
ANIMAL DRUGS. COSMETICS. AND 
MEDICAL DEVICES IN SELF PRESSUR¬ 
IZED CONTAINERS; WARNING STATE¬ 
MENTS 

Notice of Proposed Rule Making 

The Food and Drug Administration 
(FDA) is proposing rules requiring a 
package label warning statement on 
foods, over-the-counter (OTC) human 
drugs, animal drugs, cosmetics, and non- 
restricted medical devices in self-pres¬ 
surized containers that contain certain 
fluorocarbons—specifically, fully halo- 
genated chlorofluorocarbons. The warn¬ 
ing is being proposed to alert the con¬ 
sumer that chlorofluorocarbons may 
harm the public health and environment 
by reducing stratospheric ozone. In a 
notice of intent to propose rules pub¬ 
lished elsewhere in this issue of the Fed¬ 
eral Register, the Commissioner of Food 
and Drugs has announced his intent to 
propose rules to phase out nonessential 
uses of at least the chlorofluorocarbons 
in products regulated by FDA, and has 
invited the submission of comments and 
information on the need to regulate the 
use of other halocarbons and related 
matters. Interested persons have until 
January 25. 1977 to submit comments. 

Chlorofluorocarbons are widely used as 
propellants in self-pressurized containers 
of a variety of products subject to the 
Federal Food, Drug, and Cosmetic Act. 
Scientific research in recent years has 
indicated that chlorofluorocarbons may 
pose a risk of depletion of the strato¬ 
spheric ozone. The stratospheric ozone 
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shield is of great importance in protect¬ 
ing life on earth from shortwave ultra¬ 
violet rays of the sun. The consequences 
of ozone reduction include a possibility of 
a significant increase in skin cancer and 
other effects of unknown magnitude on 
man, animals, and plants. Chlorofluoro¬ 
carbon release may also cause climatic 
change both by reducing stratospheric 
ozone and by increasing infrared absorp¬ 
tion in the atmosphere. 

In this proposal, “chlorofluorocarbons” 
means fully halogenated chlorofluoro- 
alkanes. These chemical compounds con¬ 
tain no hydrogen and have only carbon- 
carbon single bonds. They contain only 
chlorine, fluorine, and carbon. The term 
“self-pressurized container*’ as used 
herein refers specifically to aerosol 
products, l.e., those products that depend 
on the power of a liquefied or compressed 
gas to expel the contents, liquid or solid, 
from the container. For the purpose of 
this proposal, “self-pressurized con¬ 
tainer” does not include those pressur¬ 
ized gas cylinders that expel only a gas. 

The term “fluorocarbons’* specifically 
refers to compounds containing only 
fluorine and carbon, but it has also been 
widely used as a shorthand expression to 
refer to chemicals that contain hydro¬ 
gen. chlorine, bromine, and/or iodine in 
addition to fluorine and carbon, such as 
chlorofluorocarbons. The different types 
of “fluorocarbons,” in the broad sense 
of that term, appear to vary in the risk 
they pose in depleting stratospheric 
ozone (Ref. 1). The Commissioner be¬ 
lieves it useful, in analyzing the need to 
regulate these different compounds, to 
refer to the compounds by more descrip¬ 
tive chemical terms such as “chloro¬ 
fluorocarbons,*’ rather than by the gen¬ 
eral term “fluorocarbons.” 

Chlorofluorocarbons are the principal 
propellants presently used in products 
subject to the act, e.g., chlorofluoro¬ 
carbon 11 (CCM 51 . or trichlorofluoro- 
methane), chlorofluorocarbon 12 
(CCl.Fj. or dichlorodifluoromethane). 
and chlorofluorocarbon 114 (CC1F>CC1F ; . 
or dichlorotetrafluoroethane). 

Of all compounds containing some 
fluorine and carbon, the chlorofluorocar¬ 
bons are believed to pose the greatest risk 
of ozone depletion. According to recent 
research, described more fully below, 
chlorofluorocarbons are exceptionally 
stable in the troposphere, i.e., the lower 
atmosphere. Because of this stability, 
significant amounts of these compounds 
may eventually reach the stratosphere, 
i.e., the upper atmosphere. Once in the 
stratosphere, they can be broken down 
by ultraviolet radiation from the sun. 
When a chlorofluorocarbon breaks down, 
the chlorine in it is released. At that 
point, the chlorine can react catalvtically 
with ozone in the stratosphere, destroy¬ 
ing many ozone molecules in a chain 
reaction. 

The possible interaction of chloro¬ 
fluorocarbons and stratospheric ozone 
was initially suggested in 1974 by Row¬ 
land and Molina (Ref. 2). On the basis 
of laboratory chemical studies, it was 
hypothesized that ultraviolet radiation 


of a wave length naturally occurring 
only above the troposphere could break 
down chlorofluorocarbons to yield reac¬ 
tive chlorine radicals capable of ozone- 
destroying catalytic reactions. Predic¬ 
tions based on computer models in sub¬ 
sequent research indicated a need to halt 
the production and release of chloro¬ 
fluorocarbons to prevent a significant re¬ 
duction of stratospheric ozone (Ref. 3). 

To assure a unified response by the 
Federal Government to this hazard, in 
January 1975 the Council on Environ¬ 
mental Quality and the Federal Council 
on Science and Technology formed an in¬ 
teragency task force on the Inadvertent 
Modification of the Stratosphere 
(IMOS). The task force included a repre¬ 
sentative from FDA. The initial report of 
the task force (Ref. 4). issued in June 
1975, stated: 

The task force has concluded that fluoro¬ 
carbon releases to the environment are a 
legitimate cause for concern. Moreover, un¬ 
less new scientific evidence is found to re¬ 
move the cause for concern, it would seem 
necessary to restrict uses of fluorocarbons-11 
and -12 to replacement of fluids in existing 
refrigeration of air-conditioning equipment 
and to closed recycled systems or other uses 
not involving release to the atmosphere. 

The National Academy of Sciences la cur¬ 
rently conducting an in-depth scientific 
study of man-made Impacts on the strato¬ 
sphere and wUl report In less than one year. 
If the National Academy of Sciences con¬ 
firms the current task force assessment, it Is 
recommended that the Federal regulatory 
agencies initiate rulemaking procedures for 
Implementing regulations to restrict fluoro¬ 
carbon uses. Such restrictions could reason¬ 
ably be effective by January 1978—a date 
that, given the concern expressed now. should 
allow time for consideration of further re¬ 
search results and for the Industry and con¬ 
sumers to initiate adjustments. 

Following receipt of the task force re¬ 
port. FDA issued a notice, published in 
the Federal Register of July 16. 1975 (40 
FR 29914), advising that it would moni¬ 
tor all attempts to determine the signifi¬ 
cance of the widespread use in regulated 
products of “fluorocarbon-11 fluorocar- 
bon-12, and other fluorocarbon propel¬ 
lants.** The notice stated that if the re¬ 
search recommended by the IMOS task 
force “establishes that a significant re¬ 
duction of stratospheric ozone will be 
the likely result of continued use of flu¬ 
orocarbon propellants in aerosol prod¬ 
ucts. the Commissioner has determined 
that the FDA must consider regulatory 
action concerning such products that are 
subject to the Federal Food, Drug, and 
Cosmetic Act.*’ The notice called for the 
submission of data to provide a basis for 
any regulatory action that might be re¬ 
quired. A summary of the submissions 
has been prepared and is available in 
the public record relating to this proposal 
in the office of the Hearing Clerk, Food 
and Drug Administration (Ref. 5). 

In July 1975. the Natural Resources 
Defense Council petitioned the Commis¬ 
sioner to restrict the use of chlorofluoro¬ 
carbons in self-pressurized contains (Ref. 
6>. The Commissioner denied the petition 
at that time, stating that it did “not 
provide a basis for taking immediate ac¬ 


tion prior to the completion of the Acad¬ 
emy’s current study'* (Ref. 7). 

NAS Report 

The study referred to by the IMOS 
Task Force and the Commissioner was 
undertaken by the National Academy of 
Science (NAS) in April 1975 at the re¬ 
quest of several Federal agencies to in¬ 
vestigate the potential threat to strato¬ 
spheric ozone posed by certain chloro¬ 
fluorocarbons. On September 13,1976, the 
NAS issued its study, in the form of a re¬ 
port by its Committee on Impacts of 
Stratospheric Change (NAS Committee), 
on “Halocarbons: Environmental Effects 
of Chlorofluoromethane Release’’ (Ref. 
8). An accompanying report on “Halo- 
carbons: Effects on Stratospheric Ozone” 
(Ref. 9) was issued by the NAS Panel on 
Atmospheric Chemistry. The NAS Com¬ 
mittee made the following findings in its 
report with respect to the chlorofluoro¬ 
carbons 11 and 12, both of which are 
chlorofluoromethanes, referred to in the 
report as “CFMs”; 

(A) The accumulation of CFMs in the at¬ 
mosphere, at all levels, increases the absorp¬ 
tion and emission of infrared radiation. This 
retards heat losses from the earth and thus 
affects the earth's temperature and climate. 
The amount of change in infrared absorp¬ 
tion and emission is well known, but both 
the amount and detals of the further effects 
on the earth's climate are uncertain. This 
CFM effect is inevitably combined with the 
effect due to increased C0 3 and acts in the 
same direction • • •. 

(B) CFMs, after release at the surface of 
the earth, mix with the atmosphere and rise 
slowly into the stratosphere, where they are 
decomposed by the sun’s ultraviolet radia¬ 
tion. Chlorine atoms (Cl) and chloride oxide 
(CIO), produced directly or Indirectly by this 
decomposition, then react to remove ozone 
(catalyttcally), reducing the tota amount of 
ozone and somewhat shifting the distribu¬ 
tion of ozone toward lower altitudes. As a 
consequence • ■ • 

More biologically active ultraviolet (DUV) 
reaches the earth's surface. 

The temperature distribution in the strat¬ 
osphere is somewhat altered. 

The reductions in ozone take place over a 
long time, individual release of CFMs having 
effects spread over decades. 

(C) The extent of ozone reduction attribu¬ 
table to CFMs has not been measured. Be¬ 
cause of the natural variations In the amount 
of ozone above us. much larger than any 
ozone reduction so far caused by CFMs, di¬ 
rect verification of CFM effects will not be 
feasible for at least several years • • •. 

(D) At the moment, the ozone reduction 
and consequent DUV Increase corresponding 
to a given CFM release Is uncertain by a large 
factor. Continued release at the 1973 level, 
the usual example, Is calculated to give an 
ultimate reduction in ozone of about 7 per¬ 
cent, where "about 7 percent” Is relatively 
certain to be between 2 percent and 20 per¬ 
cent. This range does not allow for possible 
inadequacies of the bases of the calcula¬ 
tion. Three of the possible kinds of Inade¬ 
quacies may be cited as examples: (1) es¬ 
sential chemical reactions not so far rec¬ 
ognized as such, (2) the possibility of un¬ 
expected effects of tropospheric sinks (many 
passible sinks have been studied carefully). 
(3) possible important inadequacies in^ the 
one .dimensional transport models " # 

(E) Continued CFM release at 1973 levels 
could by the year 2000 produce about hail 
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of the direct climate effect caused by CO, 
increase over the same period, although the 
magnitude of both effects on climate Is less 
certain. Thus, the CFM affect may well de¬ 
serve serious concern • • •. 

(P) In our present state of knowledge, it 
would be imprudent to accept Increasing 
CFM use and release, either In the United 
States or worldwide. (Recent reductions In 
CFM releases are ascribed by some to eco¬ 
nomic conditions and by others to consumer 
pressure, real or anticipated.) • • •. 

However, we also find that.—(G) Ad¬ 
vances in our knowledge of climate mecha¬ 
nisms over the next two years will improve 
our assessment of both climatic effects due 
to CFMs (through ozone reduction and dis¬ 
placement and through infrared absorption), 
but these advances cannot be expected to 
make our assessment of the climatic effects 
as precise as our assessments of ozone re¬ 
duction and DUV increase • • •. 

(H) The range of uncertainty about the 
amounts of ozone reduction and DUV in¬ 
crease consequent on a given CFM release 
pattern can be considerably reduced 
during the next two years; new stratospheric 
measurements (particularly those from the 
substantial program supported by the Na¬ 
tional Aeronautics and. Space Administra¬ 
tion), measurements of atmospheric CFMs, 
and improved laboratory measurements will 
contribute to this. More Importantly, the 
possibility of unexpected inadequacies in the 
basis of our calculations will be greatly 
reduced by more extensive and better 
measurements. 

(I) Many other improvements In our 
knowledge can be attained over the next 
five to ten years, If we push hard to do 
this • • •, but others will take still longer 
to attain • • •. 

How 81owly Do Things Happen? 

We find that.—(J) If CFM uses and re¬ 
leases were to continue at a constant rate, 
the ozone reduction and consequent DUV 
Increase would gradually flatten out, ap¬ 
proaching a steady 6tate. To reach half of 
this value would take roughly 60 years. In 
particular, If constant CFM releases at the 
1973 rate are to give 7 percent ultimate re¬ 
duction of ozone, this reduction will ini¬ 
tially increase at about 0.1 percent a year, 
reaching 3.6 percent after roughly 60 years 
• • •. 

(K) If the rate of CFM release, after con¬ 
tinuing at a constant rate, were drastically 
reduced at any time in the next decade, say 
halved or, eliminated, and then continued 
at the drastically reduced rate, ozone reduc¬ 
tion and consequent DUV Increase would 
continue to increase for at least a decade 
after the drastic reduction. It would then 
decrease, If releasee had been nearly elimi¬ 
nated, by roughly 1/70 of Its current value 
each year, taking roughly 60 years to fall 
back to half Its peak value • • •. 

(L) If CFM use and release were to con¬ 
tinue at a constant rate, the amount of 
direct climatic effect would also flatten out, 
approaching a steady state, again reaching 
half of this value In about 60 years. The 
Increase of Infrared absorption and emission 
would similarly reach, half of its ultimate 
value in about 60 years. Resulting climatic 
effects might be further delayed because of 
slowness In response In the climatic mecha¬ 
nism • ••. 

(M) If the rate of CFM use and release 
were nearly eliminated at some date, the 
increase in infrared absorption and emission 
would, by contrast, begin to decrease Im¬ 
mediately. with any delays arising only from 
the climatic mechanism itself. It would then 
decrease by roughly 1/70 of itself each year 
taking roughly 60 years to reach half of the 
value In cutoff • • •. 

What Are the Impacts? 


We find that.—(N) The major effects of 
DUV Increase due to ozone reduction could 
Involve: 

Increased incidence of malignant melano¬ 
ma, a serious form of skin cancer frequently 
causing death, and thus an increase in mor¬ 
tality from this cause • • •; 

Increased incidence of basal- and squa¬ 
mous-cell carcinomas, less serious but much 
more prevalent forms of skin cancer, rarely 
causing death but causing much expense 
and, occasionally, more or less serious dis¬ 
figurement • • •; 

Effects on plants and animals of unknown 
magnitude • • •.* 

Whether the first of these effects, melanoma 
Increase, will occur Is not firmly proven, but 
the evidence of its plausibility is now strong 
enough for it to be treated as a serious 
health hazard. The second effect, nonmela¬ 
noma Increase, is relatively well established, 
and its amount reasonably assessable • • •. 
The third group of effects, action of DUV 
increases on plants and animals, is only be¬ 
ginning to be explored. For the present there 
Is good reason for a Btrong concern to know 
more about this third group of effects, but, 
as yet, there Is no clear indication of their 
seriousness. 

(We are unlikely to make major strides in 
our knowledge of the connections, actual or 
potential, between DUV Increase and any of 
these major effects during the next two years, 
although it Is important to continue active 
work in each of these directions.) 

(O) If the Increased infrared absorption 
and emission due to the presence of CFMs In 
the atmosphere were to alter our climate by 
small amounts, the most important effects 
would be on agriculture, particularly through 
the boundaries of the regions in which par¬ 
ticular crops can be grown effectively. (Other 
agricultural effects are possible.) • • •. 

(The Influences of small climate changes 
on agricultural production are not easy to 
assess • • •, but the uncertainties here are 
less than those in the amount of climate 
change consequent on a given release of 
CFMs.) 

• • • • • 

What are the Penalties of Delay? 

(R) When the time history of past releases 
is considered, and based upon an ultimate 
ozone reduction of 7 percent (central value 
of 2 percent to 20 percent range), whether a 
halving in CFM use and release were to take 
place In 1977 or in 1979 would alter the ozone 
reduction at any later date by no more than 
y 6 percent (central value of a Ms percent to 
% percent range). The difference In ultimate 
ozone reduction, if uses and releases con¬ 
tinued at the halved level in each case, would 
be less than Mo of a percent (central value 
of a percent to percent range) • • •. 

(S) Whether a halving of CFM use 
and release were to take place In 1977 
or in 1979 would alter the total amount 
of CFMs in the atmosphere by no more 
than 10 percent of the amount now 
present-—by no more than 10 percent of 
an amount whose climatic effects are 
probably undetectably small • • •. 

The NAS Committee also found (Ref. 
8) that a "7 percent ultimate reduction 
in ozone with a consequent 14 percent 
ultimate increase in (the ultraviolet) ac¬ 
cumulation rate, might be expected, if 
most melanoma deaths are solar UV ra¬ 
diation related, to produce a somewhat 
smaller percentage increase (less than 
15 percent) in melanoma deaths. Thus 
a few hundred deaths per year would be 
expected after all delays have taken 
place.” 


The NAS Committee referred to the 
findings (Ref. 10) made in *1975 in an¬ 
other NAS report with respect to the in¬ 
crease in nonmelanoma skin cancer that 
may occur if stratospheric ozone is re¬ 
duced. These findings indicate that 
“there is strong evidence that increases 
in (ultraviolet radiation) will produce 
an increase in skin cancer * * V A “10 
percent decrease in stratospheric ozone 
appears to give more than a 20 percent 
increase in the incidence of skin cancer— 
possibly a 30 percent Increase.” 

The NAS Committee concluded that 
“fslelective regulation • • • is almost 
certain to be necessary at some time and 
to some degree.” It recommended that 
“informative labeling” be required on 
aerosols propelled by chlorofluorocarbons 
11 and 12 to encourage consumer self- 
restraint and to prepare consumers for 
possible further regulation. No delay was 
specifically recommended in the pro¬ 
mulgation of the labeling. The enact¬ 
ment of legislation to authorize informa¬ 
tive labeling and to take other action 
was urged in case existing legislative au¬ 
thority was not adequate. The Commit¬ 
tee, however, recommended “against de¬ 
cision” to restrict the use of chlorofluoro¬ 
carbons “at this time” because of the 
“present inadequacies in the bases of our 
calculations, • • • the reduction in these 
inadequacies promised by ongoing meas¬ 
urement programs, and • • • the small 
changes in ozone reductions following 
from a year or two delay.” The commit¬ 
tee recognized that the decision is ulti¬ 
mately “a political one in the highest 
sense of that word.” 

IMOS Task Force Recommendations 

The IMOS Task Force (Ref. 11) re¬ 
viewed the NAS Committee report and 
commended the academy for its “thor¬ 
ough scientific review” of this complex 
subject. However, rather than suggest 
any delay in the initiation of regulatory 
action, the IMOS Task Force instead 
unanimously recommended “that Fed¬ 
eral regulatory agencies now commence 
proposed rulemaking procedures so that 
any necessary future restrictions are de¬ 
veloped on the basis of thorough and 
thoughtful consideration.” The task 
force viewed its recommendation as “not 
inconsistent” with the conclusion of the 
NAS Committee. 

Recent Developments 

According to a report in Science, re¬ 
cent measurements of the amount of 
stratospheric chlorine oxide and chlorine 
nitrate, made respectively by Anderson 
and Rowland and Molina, have tended 
to confirm that chlorofluorocarbons de¬ 
plete stratospheric ozone, and the meas¬ 
urements may indicate that the rate of 
depletion is even greater than the 7 per¬ 
cent reduction level estimated by the 
NAS Committee (Ref. 12). 

The Natural Resources Defense Coun¬ 
cil and 10 State governments, on Octo¬ 
ber 26.1976, petitioned the Commissioner 
to ban the use after November 1, 1977 of 
chlorofluorocarbons as propellants in 
foods, drugs, and cosmetics because of 
the risk they pose of ozone depletion 
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(Ref. 13). The petition estimated that 
ozone depletion from chlorofluorocarbon 
use was roughly in the range of 13 to 16 
percent, rather than the 7 percent deple¬ 
tion figure used by the NAS Committee. 
In a recent letter to a cochairman of the 
IMOS Task Force. F. S. Rowland de¬ 
scribed scientific developments relating 
to ozone depletion (Ref. 14). On the basis 
of these scientific developments, he in¬ 
creased his estimate of the ultimate rate 
of ozone depletion, if chlorofluorocarbon 
use continued at 1973 levels, to "roughly 
13-16%." 

The Environmental Protection Agency 
(EPA) issued a notice on October 18.1976 
urging persons responsible for pesticide 
registration to include on the label of 
pesticides containing chlorofluorocarbons 
11 or 12 as propellants the following 
statement: "THIS PRODUCT CON¬ 
TAINS CHLOROFLUOROCARBON3-U 
(or -12, as appropriate)" (Ref. 15). 

Evaluation 

The Commissioner recognizes that 
there are remaining uncertainties about 
the amount of ozone reduction caused 
by chlorofluorocarbon use and the full 
consequences of such reduction. Further 
research to reduce these uncertainties 
would be beneficial. The Commissioner 
believes, however,^ that it would not be 
consistent with the public interest to de¬ 
lay a decision to initiate regulatory ac¬ 
tion until these uncertainties are re¬ 
moved. The short-term research recom¬ 
mended by the NAS Committee would 
serve to reduce "the possibility of unex¬ 
pected inadequacies in the basis of our 
calculations" (Ref. 8). If further re¬ 
search indicates that there are unex¬ 
pected inadequacies, the Commissioner 
will promptly take whatever regulatory 
action is appropriate, including, if war¬ 
ranted, a revocation of any regulations 
previously promulgated. 

The NAS Committee also expects re¬ 
search over the next 2 years to provide 
additional information about the climatic 
consequences, the amount of ozone re¬ 
duction, and the ultraviolet radiation In¬ 
crease resulting from the release of 
chlorofluorocarbons 11 and 12. This re¬ 
search may show that the ultimate ozone 
reduction may be as low as 2 percent. 
However, even a 2 percent reduction in 
the ozone is likely to increase the inci¬ 
dence of skin cancer, possibly change the 
climate, and cause other effects on man 
and animals. 

A sustained 2 percent reduction in 
ozone may lead eventually to a median 
increase of about 4 percent—or 12.000— 
new cases per year of nonmelanoma skin 
cancer among light-skinned individuals 
in the United States (Ref. 4). Moreover, 
future measurements may show that the 
ultimate ozone reduction may be as high 
as 20 percent, thus posing a graver risk 
of cancer and possibly catastrophic 
alterations in the climate if use of chloro¬ 
fluorocarbons should continue at 1973 
levels. 

The NAS Committee regarded the 
penalties of delay for 2 years to permit 
completion of further research as small. 
A delay, however, in the initiation of 
regulatory action is likely to lead to an 


increase in the incidence of skin cancer 
at a later time. To understand the effect 
of a delay in the Initiation of regulatory 
action by FDA, it is necessary to sum¬ 
marize the extent to which chlorofluoro¬ 
carbons are used in self-pressurized con¬ 
tainers subject to FDA regulation. 

In 1973 approximately 50 percent of 
chlorofluorocarbons in the United States 
were used as propellants. However, 62 
percent of these chlorofluorocarbons re¬ 
leased during that year came from self- 
pressurized containers (Ref. 16). Since 
55 percent of worldwide chlorofluoro¬ 
carbon propellants were used as propel¬ 
lants in self-pressurized containers (Ref. 
16). it can be assumed that about 70 per¬ 
cent of the chlorofluorocarbons released 
worldwide in 1973 came from self-pres¬ 
surized containers. Thus, a worldwide 
ban on all chlorofluorocarbons used as 
propellants would result in an approxi¬ 
mate two-thirds reduction in worldwide 
chlorofluorocarbon emissions. 

Nearly 50 percent of the worldwide re¬ 
leases of chlorofluorocarbons from self- 
pressurized containers came from prod¬ 
ucts of the United States in 1973 (Ref. 
16). This accounted for approximately 35 
percent of all worldwide releases of 
chlorofluorocarbons. Because FDA has 
Jurisdiction over nearly 80 percent of all 
chlorofluorocarbons packaged in self- 
pressurized containers in the United 
States, an FDA-initiated phaseout of all 
chlorofluorocarbons used in self-pressur¬ 
ized containers would reduce worldwide 
chlorofluorocarbon releases, at 1973 
levels, by approximately 25 percent. 

Assuming chlorofluorocarbon emissions 
at 1973 levels would reduce ultimate 
ozone levels by 7 percent, then, according 
to the NAS Committee, a 2-year delay in 
halving releases would alter ozone reduc¬ 
tion at any later time by no more than 
one-sixth of a percent, with the ultimate 
ozone reduction being less than one- 
tenth of a percent (Ref. 8). Following the 
peak difference In ozone reduction (no 
more than one-sixth of a percent), the 
actual difference in ozone reduction 
would decrease with time, halving about 
every 50 years (Ref. 8). Thus, approxi¬ 
mately 50 years after the peak difference 
in ozone reduction of no more than one- 
sixth of a percent there would be no more 
than one-twelfth of a percent noncumu- 
lative increase in ozone reduction as a 
result of a 2-year delay in halving world¬ 
wide releases of chlorofluorocarbons. One 
hundred years later there wuuld be no 
more than one-twenty fourth of a per¬ 
cent noncumulatlve increase in ozone 
reduction. With time, the difference 
would get increasingly closer to, but the¬ 
oretically would never actually reach, 
zero. 

A 2-year delay would pose a risk of in¬ 
creased incidences of skin cancer. Based 
on estimates from the National Cancer 
Institute, the IMOS Task Force reported 
that there are approximately 300,000 
new cases of nonmelanoma skin cancer 
in the United States annually under con¬ 
ditions of zero population growth (Ref. 
4). If there were a 2-year delay in halv¬ 
ing worldwide chlorofluorocarbon emis¬ 
sions, there would be an increase in the 
incidence of new cases of nonmelanoma 


skin cancer starting about the year 2000 
(assuming 5 to 10 years for chlorofluoro¬ 
carbon moleclules to reach the strato¬ 
sphere and begin to reduce ozone and a 
15 to 20 year latency period for cancer 
induction). This yearly increase would 
reach no more than a maximum of an 
additional 1,000 new cases in the United 
States (one-third of a percent increase in 
cancer rate x 300,000 cancer cases) in 
some year after the year 2000. After this 
peak in new cases of nonmelanoma skin 
cancer has occurred, the annual increase 
in the incidence of this kind of cancer 
above the expected rate (300.000 per 
year) resulting from this 2-year delay 
would start to drop below 1,000 cases, 
roughly halving each 50 years. Thus, ap¬ 
proximately 50 years after the peak dif¬ 
ference in additional cases of nonmela¬ 
noma skin cancer (no more than 1.000) 
there would be no more than 500 addi¬ 
tional noncumulatlve cases per year; 100 
years later, there would be no more than 
250 additional cases per year. 

Thus, a 2-year delay in the initiation 
of FDA action to phase out nonessential 
uses of chlorofluorocarbon in self-pres¬ 
surized containers could result in an in¬ 
crease of new cases of nonmelanoma skin 
cancer that would similarly start about 
the year 2000 and peak at no more than 
500 new cases in some year after 2000. 
Likewise, approximately 50 years later 
there would be no more than 250 addi¬ 
tional noncumulatlve cases per year; 
100 years later there would be no more 
than 125 additional cases per year. 

It is recognized by the NAS Committee 
that some scientists, "emphasizing the 
possible critical importance of even small 
effects on climate and the relative un¬ 
importance of many spray-can uses’* 
might urge immediate regulatory action 
(Ref. 8). The present proposal would 
simply require package label warnings 
on self-pressurized products containing 
chlorofluorocarbons. and the NAS Com¬ 
mittee urged that informative labeling 
be required without suggesting that 
there be any delay in mandating the 
labeling. 

Contemplated Actions 

The Commissioner concludes that the 
information already available provides a 
sufficient basis for believing that con¬ 
tinuing chlorofluorocarbon use poses an 
unreasonable risk of harm to the public 
health and the environment. The long¬ 
term risk is significant enough, in the 
Commissioner’s Judgment, to outweigh 
the neligible benefit from the nonessen¬ 
tial uses of chlorofluorocarbons. Accord¬ 
ingly. he is initiating the regulatory 
process designed ultimately to phase out 
nonessential uses of chlorofluorocarbons. 

As a first step, the Commissioner is 
proposing in this document that a warn¬ 
ing statement be required in the labeling 
of nonessential products containing 
chlorofluorocarbons in self-pressurized 
containers that are subject to the Fed¬ 
eral Food, Drug, and Cosmetic Act. Pub¬ 
lished elsewhere in this issue of the 
Federal Register is a notice that the 
Commissioner intends to propose rules 
to phase out, within a reasonable time, 
all nonessential uses of at least the 
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chlorofluorocarbons in products subject 
to the act. The notice invites the sub¬ 
mission of comments and information on 
several issues. The submission of this in¬ 
formation will help determine the scope 
and content of the proposed rule to phase 
out certain chlorofluorocarbon uses and 
will facilitate preparation of necessary 
environmental and inflation impact 
statements. The Commissioner has also 
requested the Council on Environmental 
Quality to coordinate Federal regulatory 
activity and to designate a lead agency 
to prepare the necessary environmental 
impact statements for a phaseout of 
chlorofluorocarbons (Ref. 17). The Food 
and Drug Administration is cooperating 
with the Council on Environmental 
Quality and the other Federal agencies 
having authority to regulate the use of 
chlorofluorocarbons, i.e.. the Environ¬ 
mental Protection Agency and the Con¬ 
sumer Product Safety Commission, to 
ensure coordination as each acts to im¬ 
plement its separate regulatory respon¬ 
sibilities. The Commissioner encourages 
manufacturers voluntarily to cease non- 
essential uses of chlorofluorocarbons in 
regulated products even in advance of 
the promulgation of regulations requir¬ 
ing a phaseout. 

The Commissioner notes that there 
will be a passage of time while regula¬ 
tory action is being considered under 
the usual procedures for rule making. 
Sixty days is being provided for com¬ 
ment on this proposal; time will be 
needed to evaluate the comments; and, 
any warning requirements adopted will 
have a delayed effective date. Thus, at a 
minimum, it will be more than 3 months 
before warnings are mandatory. Com¬ 
mencement of any phaseout of chloro¬ 
fluorocarbon uses will be even further 
off. During this period further research 
can continue. The Commissioner will 
take pertinent research results into ac¬ 
count as they become available, but he 
does not intend to delay the initiation of 
regulatory action to await these results. 

Label Warning 


The Commissioner is proposing a labe 
warning as a short-term measure tha 
can be implemented promptly pending i 
phaseout of chlorofluorocarbons used h 
self-pressurized containers. An appro 
priate warning statement will encourage 
self-restraint by consumers and encour 
age them to find alternative products 
This may reduce use of chlorofluorocar 
hons during the interim period. It wil 
also discourage stockpiling in anticipa 
tion of a phaseout. In addition, by sin 
• i ^ ose Propellants posing th< 

risk, the warning will avert the possibilit' 
that consumers will avoid other self' 
pressurized containers not presentinj 
tnis hazard because of consumer con 
cem about ozone depletion. 

The proposed warning states; 

a chlorofluorocarbon tha 
aTJ, l,e . publ ' c heaUh and environ 
mosphere " 8 0201,6 ln the up P cr ttt 

prodn^ C £ Pti0n °. f way in which thl 
Bletlon* h? S »l a risk —through ozone de 

etion in the upper atmosphere—in 


forms the public of the basis of the cur¬ 
rent concern, and minimizes any pos¬ 
sibility that the consumer will believe 
that the warning refers to risks of harm 
from direct inhalation of the products. 

All self-pressurized containers con¬ 
taining fully halogenated chlorofluoro¬ 
carbons would be required to bear the 
proposed warning. The presence of hy¬ 
drogen or a double bond in a chlorofluo- 
recarbon is believed to make the com¬ 
pound less stable and more likely to de¬ 
compose in the troposphere (Refs. 1 and 
16). Such compounds would thus be less 
likely to reach the stratosphere, and 
therefore would pose less of a risk of 
stratospheric ozone depletion. Thus, 
self-pressurized containers containing 
hydrochlorofluorocarbons but no chloro¬ 
fluorocarbons w r ould not be required to 
bear the proposed warning. Elsewhere in 
this issue of the Federal Register, the 
Commissioner has requested the submis¬ 
sion of information about the degree of 
risk posed by hydrochlorofluorocarbons 
and other halocarbons. 

The proposed warning applies to 
chlorofluorocarbons 11, 12, and 114, as 
well as others. Chlorofluorocarbon 114 is 
used in virtually all fragrances in self- 
pressurized containers (Ref. 5). The re¬ 
search to date primarily has dealt with 
chlorofluorocarbons 11 and 12. Chloro¬ 
fluorocarbon 114 is chemically similar 
and it possesses none of the factors thus 
far identified that might make the com¬ 
pound less likely to deplete stratospheric 
ozone. Because of the similarities of all 
the fully halogenated chlorofluorocar¬ 
bons, the Commissioner proposes to 
treat them the same, unless it is shown 
that there is a good reason for differen¬ 
tiating among them. 

The warning is being proposed for vir¬ 
tually all uses of chlorofluorocarbons in 
self-pressurized containers because most 
of such uses are. in the Commissioner’s 
opinion, nonessential. Other means of 
product delivery exist and/or the prod¬ 
ucts themselves serve only as a conveni¬ 
ence. providing no special public benefit 
that would outweigh the risk posed. The 
.significant uses of chlorofluorocarbon 
propellants are for hair sprays, deodor¬ 
ants, antiperspirants, fragrances, and 
pan coatings (Ref. 5). An exemption 
provided for OTC drugs for human use 
from the warning requirements has been 
provided for OTC drugs for human use 
and medical devices intended for direct 
inhalation for treatment of bronchial 
asthma attacks. The presence of the 
warning statements on the label might 
confuse consumers and dissuade them 
from purchasing a product that provides 
a health benefit. Therefore, further con¬ 
sideration must be given to the avail¬ 
ability of suitable alternatives before a 
warning or a phaseout of these products 
is initiated. 

No warning is being proposed at this 
time for any prescription drugs or de¬ 
vices in self-pressurized containers using 
chlorofluorocarbons. An assessment 
would have to be made with respect to 
each product as to whether alternative 
delivery systems exist and whether the 
health benefit of the product outweighs 
the added risk from chlorofluorocarbon 


use. Furthermore, the amount of chloro¬ 
fluorocarbons used in these products is 
relatively small (Ref. 5). The Commis¬ 
sioner has requested in the notice of in¬ 
tent to propose rules published elsewhere 
in this issue of the Federal Register the 
submission of information relating to 
whether these uses are essential. 

The proposed warning would have to 
appear on self-pressurized containers 
that use volatile chlorofluorocarbons. 
Thus, the warning is applicable to the 
use of a chlorofluorocarbon in a self- 
pressurized container as a propellant or 
any other use that results in its emis¬ 
sion as a gas. 

The proposal does not exempt prod¬ 
ucts in a container with a physical bar¬ 
rier that prevents escape of the propel¬ 
lant at the time of use. Such an exemp¬ 
tion was provided in the case of warning 
statements about intentional misuse of 
self-pressurized containers containing 
hydrocarbons or halocarbons because the 
barrier prevented the harm to which the 
warning was directed. The physical bar¬ 
rier would prevent release of chloro¬ 
fluorocarbon propell^pts at the time of 
use. but it would not be effective to pre¬ 
vent ultimate release of the propellant 
after disposal of the product. Release 
of the propellant after disposal would 
ultimately be equally as harmful to strat¬ 
ospheric ozone as a release at the time 
of use. 

The proposed warning statement will 
be required to appear on the package la¬ 
bel in a manner that makes the warn¬ 
ing conspicuous at the time of purchase. 
The warnings need not be present on 
the label in a way that makes them 
visible at the time of use. Consumer self- 
restraint is much more likely to be ex¬ 
ercised at the time of purchase rather 
than at the time of use. Furthermore, 
if the warning were required at the time 
of use. implementaiton w’ould require 
more time and expense and thus cause 
more disruption. 

The warning may appear on any panel 
visible at the time of purchase and need 
not necessarily appear on the principal 
display panel or a specific Information 
panel. The warning could, for example, 
appear on the top of the cap of the con¬ 
tainer. If the product is alway sold in 
an outer package, without being re¬ 
moved, the warning may appear solely on 
the outer package. The warning may 
appear on a tag or sticker affixed to 
the package, or it may appear in over¬ 
labeling. The warning must appear in 
the same Vurinch type size applicable 
to warning statements for products in 
pressurized containers. 

The Commissioner intends to make the 
proposed warning statement effective 30 
days after issuance of any final regula¬ 
tion resulting from this notice for all 
products either labeled after or initially 
introduced into interstate commerce af¬ 
ter that date. Because the effective date 
is applicable both to labeling and initial 
introduction into interstate commerce 
after a specific date, the regulation is 
easier to enforce. It avoids difficult de¬ 
terminations about the initial interstate 
shipments of particular self-pressurized 
containers. Finished products in retail 
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stores or shipped in interstate commerce 
before the effective date will not have 
to be recalled or labeled with a warn¬ 
ing. Prompt implementation is needed 
to encourage a reduction in choloro- 
fluorocarbon use as soon as possible. The 
Commissioner believes it feasible to re¬ 
quire speedy implementation because of 
the wide flexibility permitted in the man¬ 
ner in which the warnings may be in¬ 
corporated into the package labels. 

Legal Authority 

The warning statements are being pro¬ 
posed under the Federal Food. Drug, and 
Cosmetic Act in order to prevent adul¬ 
teration and avoid misbranding. As pro¬ 
pellants. chlorofluorocarbons are Ingre¬ 
dients of the products in which they are 
contained and are components of the 
products, making them foods, food addi¬ 
tives. drugs, cosmetics, and devices, as 
the case may be, within the definitions 
found in section 201 of the act. The Com¬ 
missioner is authorized to take regula¬ 
tory action with respect to adulteration 
and misbranding of such products un¬ 
der the applicable provisions of the act. 

Substances are adulterated under the 
act not only if they cause actual injury, 
but also if the substance "may possibly 
injure the health" of members of the 
public. United States v. Lexington Mills 
Co., 232 U.S. 399 (1914). The warning 
statement is needed to reduce the pos¬ 
sibility of harm to the public health and 
to delineate the conditions of use under 
which the products may be used with less 
risk to the public health. 

The proposed warning statement would 
also serve to prevent deception. Section 
201 (n) of the act requires affirmative 
disclosures of facts that are material to 
the consequences of using the product. 
The representation of the product for use 
constitutes an inherent implied repre¬ 
sentation of its safety. Warnings to alert 
consumers to an important hazard re¬ 
sulting from use of a product are there¬ 
fore within the scope of section 201 (n) 
of the act. The availability of section 201 
(n) to require an explicit warning to 
prevent injury was upheld in United 
States v. 12 Bottles of Exterex , (ED. Mo. 
1946), reported in Kleinfeld. V. & C. 
Dunn, "Federal Food. Drug, and Cos¬ 
metic Act. 1938-1949" at 523, 525. The 
Court there held "there is nothing on 
the label to indicate that monochlorace- 
tic acid is poisonous, and the label does 
not sufficiently caution the careless, the 
unthinking or the Ignorant of the fact 
that the said article contains a poisonous, 
toxic and caustic substance." Further¬ 
more, the chlorofluorocarbon warning 
statement will enable consumers to dis¬ 
tinguish between those products posing 
a risk and other self-pressurized contain¬ 
ers that do not, thus avoiding consumer 
confusion and unwarranted injury to the 
manufacturers of the other products. 

The authority of FDA under the 
adulteration and misbranding provi¬ 
sions of the act to require warning labels 
to prevent Injury from possible misuse 
of the product has recently been sus¬ 
tained. Cosmetic Toiletry and Fragrance 
Assn. v. Schmidt , 400 F. 8upp. 57 (DD.C. 


1976), appeal pending. Moreover, it lias 
long been recognized that the statute 
should be interpreted broadly to fulfill 
its purpose of protecting the public 
health. As stated by Justice Frankfurter, 
"The purposes of this legislation thus 
touch phases of the lives and health of 
people which, in the circumstances of 
modem industrialism, are largely beyond 
self-protection. Regard for those pur¬ 
poses should infuse construction of the 
legislation if it is to be treated as a work¬ 
ing instrument of government and not 
merely as a collection of English words." 
United States v. Dotterweich, 320 U.S. 
277 (1943). 

The US. Department of Justice has 
taken the position, in an opinion by an 
Assistant Attorney General, that FDA 
has the authority under the act to regu¬ 
late propellants in foods, drugs, and cos¬ 
metics with respect to the threat of ozone 
depletion (Ref. 4 at pages 103 through 
109). 

This proposal is based also on the au¬ 
thority conferred by the National En¬ 
vironmental Policy Act of 1969 (NEPA). 
The Commissioner initially was of the 
view, stated in the Federal Register of 
April 14, 1975 (40 FR 16662). that NEPA 
did not provide the agency with inde¬ 
pendent authority to take regulatory ac¬ 
tion solely to prevent adverse en¬ 
vironmental impacts in the absence of 
direct or indirect adverse health con¬ 
sequences. This interpretation by the 
Commissioner was successfully chal¬ 
lenged in Environmental Defense Fund v. 
Mathews, 410 F. Supp. 336 (D.D.C. 1976). 
The court there held that NEPA does not 
supersede the other statutory duties of 
the agency nor require substantive 
agency decisions to favor environmental 
protection over other relevant factors, 
but does provide supplementary author¬ 
ity to base substantive decisions on all 
environmental considerations, Including 
those not expressly identified in the 
agency’s basic statutory authority. In the 
Federal Register of May 28. 1976 (41 
FR 21768), the Commissioner revoked 
his earlier interpretation and stated that 
the court’s decision is consistent with the 
agency’s statutory obligation and should 
not be appealed. 

Accordingly, the Commissioner con¬ 
cludes he has ample legal authority un¬ 
der the act and NEPA to take the pro¬ 
posed action. 

In a document published elsewhere in 
this issue of the Federal Register, the 
Commissioner has also proposed revised 
nomenclature to designate chlorofluoro¬ 
carbon propellants for purposes of cos¬ 
metic ingredient labeling. The proposed 
nomenclature is more descriptive and in¬ 
formative than the existing functional 
names. The warnings proposed in this 
document are in addition to the proposed 
nomenclature change. 

The Commissioner has carefully con¬ 
sidered the environmental effects of the 
proposed regulation and, because the 
proposed warning by Itself will not sig¬ 
nificantly affect the quality of the hu¬ 
man environment, has concluded that an 
environmental impact statement is not 
required. The warnings will facilitate 


consumer self-restraint, leading to some 
decrease in use of chlorofluorocarbon - 
containing self-pressurized containers. 
The decline in usage will reduce the risk 
of adverse health and environmental 
consequences resulting from strato¬ 
spheric ozone depletion. Thus, the warn¬ 
ings would have some effect on the hu¬ 
man environment. However, the effect Is 
not expected to be substantial enough, or 
of long enough duration, to affect signif¬ 
icantly the quality of the human en¬ 
vironment. 

It is not known to what degree con¬ 
sumers will voluntarily reduce use be¬ 
cause of the warnings, but it is not ex¬ 
pected that purchases will cease. Fur¬ 
thermore. the effect of the warnings in 
reducing use is likely to be temporary, 
both because consumer self-restraint 
may not prove to be enduring and be¬ 
cause the regulations proposing a phase¬ 
out are expected to come into effect 
within a reasonable time period. The ef¬ 
fect of the warnings will be limited, tem¬ 
porary, and subsumed in the overall 
regulatory action being taken. Thus, by 
themselves, the proposed warnings will 
not have a significant environment im¬ 
pact. 

Moreover, the interim warning re¬ 
quirement proposed in this document is 
only the initial step in the agency action 
to reduce chlorofluorocarbon use in non- 
essential products. A phaseout of nones¬ 
sential chlorofluorocarbon uses will be 
proposed in the near future, and a draft 
environmental impact statement will be 
issued when the phaseout is proposed. 
That statement will consider the overall 
effect of all the actions to reduce chloro¬ 
fluorocarbon use. The Commissioner has 
asked the Council on Environmental 
Quality to designate a lead agency to 
prepare the environmental evaluations 
encompassing the action taken by vari¬ 
ous agencies to reduce chlorofluorocar¬ 
bon uses (Ref. 17). A copy of the FDA 
environmental impact assessment is on 
file with the Hearing Clerk. Food and 
Drug Administration. 
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Therefore, under the Federal Food, Drug, 
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Federal Recister of June 15, 1976 (41 FR 
24262)), the Commissioner proposes that 
Chapter I of Title 21 be amended as follows: 


SUBCHAPTER A—GENERAL 

PART 1—REGULATIONS FOR THE EN- 
FORCEMENT OF THE FEDERAL FOOD, 
DRUG, AND COSMETIC ACT AND THE 
FAIR PACKAGING AND LABELING ACT 

!• By adding new paragraph (c) to 
§ 1.13 as follows: 

§ 1.13 Food; labeling; warning state¬ 
ments. 


(c) Self-pressurized containers with 
chlorofluorocarbons. (1) In addition to 
the warning required by paragraphs (a) 
and (b) of this section, the label on each 
package of a food in a self-pressurized 
container that contains a volatile fully 
halogenated chlorofluorocarbon shall 
bear the following warning: 

Warning —Contains a chlorofluorocar¬ 
bon that may harm the public health and 
environment by reducing ozone in the 
upper atmosphere. 

(2) The warning required by para¬ 
graph (c)(1) of this section shall ap¬ 
pear on an appropriate panel with such 
prominence and conspicuousness as to 
render it likely to be read and under¬ 
stood by ordinary individuals under nor¬ 
mal conditions of purchase. The warning 


may appear on a firmly affixed tag, tape, 
card, or sticker or similar overlabeling 
attached to the package. The warning 
shall comply in all other respects with 
§1.8d* e.g., type-size requirements. 


SUBCHAPTER D—DRUGS FOR HUMAN USE 

PART 369—INTERPRETATIVE STATE¬ 
MENTS RE WARNINGS ON DRUGS AND 
DEVICES FOR OVER-THE-COUNTER 
SALE 

Subpart B—Warning and Caution 
Statements for Drugs 

2. By adding to 8 369.21 the following 
new paragraphs at the end of the list¬ 
ing for DRUGS IN DISPENSERS PRES¬ 
SURIZED BY GASEOUS PROPEL¬ 
LANTS, as follows: 

§369.21 Drugs; warning and caution 
statements required by regulations. 


DRUGS IN DISPENSERS PRESSUR¬ 
IZED BY GASEOUS PROPELLANTS 
• • • • • 

In addition to the above warnings, the 
label on each package of a drug in a self- 
pressurized container that contains a 
volatile fully halogenated chlorofluoro¬ 
carbon shall bear the following warning: 

Warning —Contains a chlorofluoro¬ 
carbon that may harm the public health 
and environment by reducing ozone in 
the upper atmosphere. 

Tills required warning for self-pres¬ 
surized containers that contain a volatile 
fully halogenated chlorofluorocarbon 
shall appear on an appropriate panel 
with such prominence and conspicuous¬ 
ness as to render it likely to be read and 
understood by ordinary individuals un¬ 
der normal conditions of purchase. The 
warning may appear on a firmly affixed 
tag. tape. card, or sticker or similar over- 
labeling attached to the package. 

The warning for self-pressurized con¬ 
tainers that contain a volatile fully halo¬ 
genated chlorofluorocarbon is not re¬ 
quired and should not be used for prod¬ 
ucts intended for direct inhalation for 
treatment of bronchial asthma attacks. 


SUBCHAPTER E—ANIMAL DRUGS, FEEDS, AND 
RELATED PRODUCTS 

PART 500—GENERAL 

Subpart C—Animal Drug Labeling 
Requirements 

3. In Part 500, by adding new 8 500.57 
to read as follows: 

§ 500.57 Warning statements for drugs 
in self-pressurized containers with 
chlorofluorocarbon. 

Va> The label on each package of a 
drug in a self-pressurized container that 
contains a volatile fully halogenated 
chlorofluorocarbon shall bear the follow¬ 
ing warning: 

Warning —Contains a chlorofluoro¬ 
carbon that may harm the public health 
and environment by reducing ozone in 
the upper atmosphere. 

(b) The warning shall appear on an 
appropriate panel with such prominence 
and conspicuousness as to render it likely 
to be read and understood by ordinary 


individuals under normal conditions of 
purchase. The warning may appear on a 
firmly affixed tag, tape, card, or sticker 
or similar overlabeling attached to the 
package. 


SUBCHAPTER G—COSMETICS 

PART 740—COSMETIC PRODUCT 
WARNING STATEMENTS 

Subpart B—Warning Statements 

4. By adding a new paragraph (c) to 
8 740.11 as follows: 

§740.11 Cosmetics in »elf-pres#urtzed 

containers. 

• * * • 

(c)(1) In addition to the warnings 
required by paragraphs (a)(1) find 
(b) (1) of this section, the label on each 
package of a cosmetic in a self- 
pressurized container that contains a 
volatile fully halogenated chlorofluoro¬ 
carbon shall bear the following warning: 

Warning —Contains a chlorofluorocar¬ 
bon that may harm the public health 
and environment by reducing ozone in 
the upper atmosphere. 

(2) The warning required by para¬ 
graph (c) (1) of this section shall appear 
on an appropriate panel with such prom¬ 
inence and conspicuousness as to render 
it likely to be read and understood by 
ordinary individuals under normal con¬ 
ditions of purchase. The warning may 
appear on a firmly afiixed tag. tape. card, 
or sticker or similar overlabeling at¬ 
tached to the package. The warning shall 
comply in all other respects with § 740.2. 
e.g., type-size requirements. 


SUBCHAPTER H—MEDICAL DEVICES 
PART 801—LABELING 

Subpart H—Special Requirements for 
Specific Devices 

5. By adding new § 801.425 to Part 801 
as follows: 

§801.425 Nonrest rioted devices in self- 
pressurized containers with chloro¬ 
fluorocarbon. 

(a) The label on each package of a 
nonrestricted device in a self-pressurized 
container that contains a volatile fully 
halogenated chlorofluorocarbon shall 
bear the following warning: 

Warning —Contains a chlorofluorocar¬ 
bon that may harm the public health 
and environment by reducing ozone In 
the upper atmosphere. 

(b) The warning required by para¬ 
graph (a) of this section shall appear on 
an appropriate panel with such promi¬ 
nence ar.d conspicuousness as to render it 
likely to be read and understood by ordi¬ 
nary individuals under normal condi¬ 
tions of purchase. The warning may ap¬ 
pear on a firmly affixed tag. tape, card, 
or sticker or similar overlabeling at¬ 
tached to the package. 

(c) The warning in paragraph (a) of 
this section is not required and should 
not be used for products intended for di¬ 
rect inhalation for treatment of bron¬ 
chial asthma attacks. 

Interested persons may. on or before 
January 25. 1977, submit to the Hearing 
Clerk, Food and Drug Administration, 
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Rm. 4-65, 5600 Fishers Lane. Rockville, 
MD 20857, written comments (preferably 
in quintuplicate and identified with the 
Hearing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment) regarding this proposal. Received 
comments may be seen in the above office 
between the hours of 9 a.m. and 4 p.m., 
Monday through Friday. 

The Food and Drug Administration has 
determined that this document does not 
contain a major proposal requiring prep¬ 
aration of an inflation impact statement 
under Executive Order 11821 and OMB 
Circular A-107. A copy of the inflation 
impact assessment is on file with the 
Hearing Clerk, Food and Drug Adminis¬ 
tration. 

Dated: November22.1976. 

A. M. Schmidt, 

Commissioner of Food and Drugs. 

(PR Doc.76-34836 Piled 11-23-76; 10:00 am] 


[21 CFR Part 701] 

(Docket No. 76P-0405] 

COSMETIC INGREDIENT LABELING 

Establishment of Names of Fluorocarbon 

(Halocarbon) Propellant Ingredients 

The Food and Drug Administration 
(FDA) proposes to amend the cosmetic 
ingredient labeling regulations by estab¬ 
lishing names for seven fluorocarbon 
(halocarbon) propellants; the new names 
are to be used in labeling cosmetics con¬ 
taining one or more of such propellants. 
These names are more descriptive of the 
chemical composition and are more in¬ 
formative to consumers than the cur¬ 
rently used functional names. A new sec¬ 
tion is proposed to be added to Part 701 
listing the names of ingredients estab¬ 
lished for cosmetic ingredient labeling. 
Interested persons have until January 
25, 1977 to submit comments on the pro¬ 
posal. 

On May 26, 1976, representatives of 
the Cosmetic, Toiletry, and Fragrance 
Association, Inc. (CTFA) met with the 
FDA Associate Commissioner for Com¬ 
pliance to inquire about the agency’s 
view on changing the nomenclature for 
seven halocarbon propellants from the 
functional name “propellant” and the 
respective number designation, to “chlo¬ 
rofluorocarbon” or, where appropriate, 
“fluorocarbon” and the number designa¬ 
tion (Ref. 1). The CTFA representatives 
also inquired about a procedure that 
would make the changes legally manda¬ 
tory. The change in nomenclature was 
sought for the cosmetic aerosol products 
(cosmetics in self-pressurized contain¬ 
ers) in order to qualify for an exception 
from certain labeling requirements for 
chlorofluorocarbon propellants estab¬ 
lished by the New York State Department 
of Environmental Conservation (Refs. 2. 
3, and 4). In his letter of May 28, 1976, 
the Associate Commissioner for Compli¬ 
ance informed the CTFA that the agency 
would not object to the proposed change 
of names for the seven halocarbon pro¬ 
pellants and that the appropriate way to 
effect changes in nomenclature for ingre¬ 


dients would be to petition FDA for the 
name changes in accordance with 21 CFR 
2.65 (Ref. 5). Furthermore, it was stated 
that the agency would not take regula¬ 
tory action against the use of the pro¬ 
posed nomenclature for these propellants 
pending action of the Commissioner of 
Food and Drugs in establishing the new 
names by regulation. 

Because the CTFA had been planning 
to petition FDA for adoption of the sec¬ 
ond edition of the C TFA Cosmetic In¬ 
gredient Dictionary (CTFA Dictionary), 
it was suggested that the new names of 
the seven halocarbon propellants be in¬ 
cluded in. and adopted with, the new 
edition of the dictionary. 

On June 24. 1976. the CTFA petitioned 
the Commissioner to amend 21 CFR 
701.3(c) (2) (i) to recognize the second 
edition (1976) of the CTFA Dictionary 
for the purpose of cosmetic ingredient 
labeling (Ref. 6>. Because of a delay in 
the timely adoption of the dictionary for 
reasons unrelated to the nomenclature 
of the halocarbon propellants, the CTFA 
requested on September 20. 1976. that 
the petition to change the nomenclature 
of the seven halocarbon propellants be 
handled expeditiously as a separate ac¬ 
tion. The reason given was that the New 
York State Environmental Conservation 
Agency was “awaiting adoption of this 
nomenclature by the FDA before deem¬ 
ing cosmetic ingredient labeling suffi¬ 
cient to meet the standards of their 
regulation” (Ref. 7). 

In a letter of October 6. 1976. the 
CTFA amended the petition of Septem¬ 
ber 20 and requested that the three par¬ 
tially halogenated halocarbon propel¬ 
lants. i.e., chlorodifluoromethane. chlo- 
rodifluoroe thane, and difluoroe thane, 
which were formerly requested to be 
named “chlorofluorocarbon 22,” “chlo¬ 
rofluorocarbon 142 B,” and “fluorocar¬ 
bon 152 A.” be identified as “hydro¬ 
chlorofluorocarbon 22,” “hydrochloro- 
carbon 152A.” 

Wholly apart from any other reasons 
to establish new names for halocarbon 
propellants for the purpose of cosmetic 
ingredient labeling, the Commissioner 
agrees that the proposed new names are 
chemically more descriptive and more 
informative to consumers of cosmetic 
aerosol products than the currently used 
functional names. Accordingly, the Com¬ 
missioner proposes that the new nomen¬ 
clature for the seven halocarbon pro¬ 
pellants be adopted as petitioned by the 
CTFA and proposes to amend § 701.3(c) 
(1) and add a new § 701.30 to accom¬ 
modate this change in nomenclature. 
The new § 701.30 would list the names 
of ingredients established by the Com¬ 
missioner for the purpose of cosmetic 
ingredient labeling. The Commissioner 
advises that the chemical names listed 
by the petitioner, i.e., dichlorotetrafluor- 
oethane, chlorodifluoroethane. and diflu- 
oroethane, which refer to the requested 
label names chlorofluorocarbon 114. hy¬ 
drochlorofluorocarbon 142 B, and hydro- 
fluorocarbon 152 A. respectively, are 
not chemically specific. He therefore has 
revised these names in proposed new 
§ 701.30 to read l,2-dichloro-U,2,2- 


tetrafluoroethane l-chloro-l,l-difluor- 
oethane; and 1.1-difluoroethane, respec¬ 
tively. 

Elsewhere in this issue of the Federal 
Register is a notice of proposed rule 
making to prescribe a label warning for 
all food, over-the-counter drug, and cos¬ 
metic aerosol products containing fluo¬ 
rocarbon propellants. The proposed label 
statement would alert consumers that 
the aerosol product contains a propel¬ 
lant that may harm the public health 
and environment by reducing ozone in 
the atmosphere. This warning statement 
would be required to appear on such 
products in addition to any required 
statement of ingredients. 

The CTFA petitioned that the notice 
concerning the proposed change in no¬ 
menclature of the seven halocarbon pro¬ 
pellants be published in the Federal Reg¬ 
ister with 30 days for comment. In ad¬ 
dition. it requested that effective dates 
12 and 18 months from the date of publi¬ 
cation in the Federal Register of the fi¬ 
nal regulation be established after which, 
respectively, all labels ordered must bear 
the new ingredient designations, and all 
products labeled must be in compliance 
with the regulation. 

The Commissioner concludes that a 30- 
day comment period on the proposed 
change in nomenclature of halocarbon 
propellants is insufficient for offering all 
those interested in this matter the op¬ 
portunity to respond in a timely manner. 
The Commissioner, therefore, is specify¬ 
ing a 60-day period for comment. 

No factual grounds were provided in 
support of the request for effective dates 
of 12 months after publication of the 
final regulation for ordering of labels in 
accordance with the new halocarbon 
propellant nomenclature and 18 months 
for products labeled to comply with the 
regulation. A reference made to similar 
effective dates for the regulation of cos¬ 
metic ingredient labeling does not dem¬ 
onstrate that the same amount of time is 
required to implement this labeling 
change. 

Commissioner concludes that the 
changes in labeling are minor and may 
be made immediately. Accordingly, he 
proposes that the effective date for this 
proposed regulation be as follows: All 
labels ordered after 30 days after the 
date of publication of the final order in 
the Federal Register and all packages 
labeled after 6 months after the date of 
publication of the final order in the Fed¬ 
eral Register shall comply with this reg¬ 
ulation. 

In his letter of May 28. 1976 the As¬ 
sociate Commissioner for Compliance in¬ 
formed the CTFA that, anticipating a 
timely adoption of the new nomencla¬ 
ture for seven halocarbon propellants 
proposed by the CTFA at the May 26. 
1976 meeting, the agency was not plan¬ 
ning to take regulatory action against the 
use of new names for these propellants 
pending promulgation of a regulation 
establishing the new T names by the Com¬ 
missioner. Some cosmetic firms therefore 
may have proceeded to change the ingre¬ 
dient declartions of their halocarbon- 
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containing aerosol cosmetics accordingly. 

The Commissioner is reaffirming his 
position on this matter and further adds 
that he does not plan to take regulatory 
action aglnst using the names first pro¬ 
posed on May 26 for the three partially 
halogenated halocarbon propellants until 
the new names are established by regu¬ 
lation. Also, any labeled packages and 
finished products in inventory on the 
date of promulgation of the final order 
establishing teh new names for the three 
halocarbon propellants in question may 
be used and introduced into interstate 
commerce until the existing inventory is 
depleted. 

The Commissioner has carefully con¬ 
sidered the environmental effects of the 
proposed regulation and, because the 
proposed action will not significantly af¬ 
fect the quality of the human environ¬ 
ment, has concluded that an environ¬ 
mental impact statement is not required. 

A copy of the FDA environmental impact 
assessment is on file with the Hearing 
Clerk, Food and Drug Administration. 

References 

The following references, cited above in 
the preamble of this proposal, are avaUable 
for public examination at the office of the 
Hearing Clerk, Food and Drug Administra¬ 
tion. 

1. Memorandum of Meeting of May 26. 

1976, between representatives of FDA and 
CTFA. , 

2. Official Compilation of Codes, Rules and 
Regulations, Title 6, Part 249 (Chlorofluoro¬ 
carbon Compounds) of the 8tate of New 
York. 

3 Decision of April 28. 1976. by Ogden 
Reid, Commissioner, New York State Depart¬ 
ment of Environmental Conservation "In the 
Matter of the Application of the Cosmetic. 
Toiletry and Fragrance Association, Inc. for 
a Ruling with Respect to the Applicability 
of Part 249 (Chlorofluorocarbon Compounds) 
of Title 6 of the Official Compilation of Codes, 
Rules and Regulations of the State of New 
York/’ 

4. Utter of May 11. 1976, from New York 
8tate Deputy Commissioner and General 
Counsel. Department of Environmental Con¬ 
servation to 8.S. Roedeitcher, Esq., New York, 

NY. 

6. Utter of May 38. 1976, from the Associ¬ 
ate Commissioner for Compliance to the 
President of CTFA. 

6. Petition of June 24, 1976 (Docket No. 
76P-0284) from CTFA requesting amendment 
of 21 CFR 701.3(c) (2) (l) to recognize the 
Second Edition (1976) of the CTFA Cosmetic 
Ingredient Dictionary. 

7. Petition of September 20, 1976 (Docket 
No. 76P-0405). from CFTA re: "Ingredient 
labeling—Chlorofluorocarbon Pro pella nts." 

8 Utter of October 6, 1976 from CFTA re- 
ouesting amendment of petition of Septem¬ 
ber 20. 1976 re: "Ingredient Labeling—Chlo¬ 
rofluorocarbon Propellants.” 

9. Environmental Impact Analysis Report. 

10. Inflation Impact Assessment Report. 

Therefore, under the Fair Packaging 
and Labeling Act (secs. 5(c), 6(a), 80 
Stat. 1298. 1299 (15 U.S.C. 1454, 1455)) 
and the Federal Food, Drug, and Cos¬ 
metic Act (sec. 701(e). 70 Stat. 919, as 
amended (21 U.S.C. 371(e)) and under 


authority delegated to him (21 CFR 5.1) 
(recodification published in the Federal 
Register of June 15, 1976 (41 FR 
24262)), the Commissioner proposes that 
Part 701 be amended as follows: 

1. By revising 8 701.3(c)(1) to read 
as follows: 

• * • • • 

§ 701.3 Designation of ingredients. 


(1) The name specified in § 701.30 as 
established by the Commissioner for 


that ingredient for the purpose of cos¬ 
metic ingredient labeling pursuant to 
paragraph (e) of this section; 

• • • • * 

2. By adding to Subpart C a new § 701.- 
30 to read as follows: 

§701.30 Ingredient names established 
for cosmetic ingredient labeling. 

The Commissioner establishes the fol¬ 
lowing names for the purpose of cos¬ 
metic ingredient labeling pursuant to 
paragraph <e) of § 701.3: 


Chemical name or description 


Chemical 

formula 


Established label name 


Trirtilorofluoromethane....... - ... - --..SnSj.f'ir.vft, 

Triehlorofluoromethane and 0.3 pet nitromethone.££!*» 

Dichlorodifluoromethano.MjL 

C hlorodi ftuoroniethan* .rriviPri f, 

1, 2-dlchloro-l. 2.2.2-tetranuoroethane..££, Wiw * 

1-fhlovo-l, 1 -difluoroethane-. CIIjCLIM 

l r 1-difluoroethane.—. CHiCHm 


Chlorofluorocarbon It. 
Chlorofluorocarbon 11 8. 
Chlorofluorocarbon 12. 

Ilydrcx hlorofluorocarbon 22. 
Chlorofluorocarbon 114. 
Ilydrochlorofiuorooarbon 142 B. 
Hydrofluorocfurbon 152 A. 


Interested persons may, on or before 
January 25, 1977. submit to the Hearing 
Clerk, Food and Drug Administration, 
Rm. 4-65. 5600 Fishers Lane, Rockville, 
MD 20857, written comments (preferably 
in quintuplicate and identified with the 
. Hearing Clerk docket number found in 
brackets in the heading of this docu¬ 
ment) regarding this proposal. Received 
comments may be seen in the above office 
between the hours of 9 a.m. and 4 p.m„ 
Monday through Friday. 

The Food and Drug Administration 
has determined that this document does 
not contain a major proposal requiring 
preparation of an inflation impact state¬ 
ment under Executive Order 11821 and 
OMB Circular A-107. A copy of the infla¬ 
tion impact assessment is on file with 
the Hearing Clerk, Food and Drug 
Administration. 

Dated: November 22,1976. 

A. M. Schmidt, 

Commissioner of Food and Drugs. 

|FR Doc .76-34834 Filed 11-23-76; 10:00 am) 

ENVIRONMENTAL PROTECTION 
AGENCY 
[40 CFR Part 60] 

|FRL 631-4) 

STANDARDS OF PERFORMANCE FOR 
NEW STATIONARY SOURCES 

Emission Guidelines for the Control of Sul¬ 
furic Acid Mist From Existing Sulfuric 

Acid Production Units 

Correction 

In FR Doc. 76-32302, appearing at 
page 48706 in the issue for Thursday, 
November 4, 1976, the comment period 
in the second paragraph of the first col¬ 
umn on page 48707 should be “January 3, 
1977.” 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Health Resources Administration 
[ 42 CFR Parts 122 and 124 ] 

PROJECT GRANTS FOR PUBLIC MEDICAL 
FACILITY CONSTRUCTION AND MOD¬ 
ERNIZATION 

Proposed Rulemaking 

On November 16. 1976 (41 FR 50514), 
the Secretary of Health. Education, and 
Welfare published in the Federal Reg¬ 
ister a notice stating his intention to 
propose with several weeks regulations 
governing grants under section 1625 of 
the Public Health Service Act (42 U.S.C. 
300r). which authorizes the Secretary to 
make grants to States and political sub¬ 
divisions of States for medical facility 
construction and modernization projects 
designed to (1) eliminate or prevent im¬ 
minent safety hazards and (2) avoid 
noncompliance with . State or voluntary 
licensure or accreditation standards. Ac¬ 
cordingly, notice is hereby given that the 
Assistant Secretary for Health, with the 
approval of the Secretary, proposes to 
revise Title 42 of the Code of Federal 
Regulations by adding a new Part 124 
thereto, as set forth below. 

The November 16 notice solicited pub¬ 
lic comment on several issues involved in 
Implementing the statutory authority. 
Any comments received in reference to 
that notice will be considered in conjunc¬ 
tion with comments received on the reg¬ 
ulations proposed below. 

Attention is called to the following fea¬ 
tures of the proposed regulations: 

1. Under 8 124.2(r). the term “urban 
or rural poverty area” has been defined 
as a census tract, census county division, 
or minor civil division, as applicable, in 
which a certain percentage of the resi¬ 
dents have incomes below the poverty 
level (the “area percentage**). Under 
section 1633(15) of the Act, the area per¬ 
centage must be one that, when the pop¬ 
ulations of all areas with poverty pop- 
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illations at or above that percentage are 
aggregated, will yield a total population 
which is the same percentage of the total 
population of the United States as the 
percentage of the United States popu¬ 
lation with incomes below the poverty 
level, plus or minus five percent. The 
statute thus sets up absolute outer lim¬ 
its within which the Secretary may set 
the area percentage, but gives the Secre¬ 
tary discretion within those limits. 
Rather than setting a specific area per¬ 
centage, which would have to be revised 
as the percentage of the nation’s popu¬ 
lation below the poverty level changed, 
the Secretary has decided to establish 
the rule that the area percentage will be 
as low as the law allows, so that the ben¬ 
efits of being located in an urban or rural 
poverty area (e.g., eligibility for a grant 
for over 75 percent of project costs) will 
be open to as many facilities as possible 
within the statutory constraints. With 
regard to the choice of area, census 
tracts, census county divisions, or minor 
civil divisions, as applicable were used 
because they are the most equitable way 
to target assistance to poverty pockets. 
A list of the areas so designated will be 
published in the Federal Register. 

2. Section 124.3(b) of the proposed 
regulations limits eligible projects to 
ones where the physical problems of the 
facilitv for which assistance is sought 
will result in loss of licensure, loss of ell- 
gib ill tv for Medicaid or Medicare reim¬ 
bursement, or On the case of projects to 
eliminate or prevent imminent safety 
hazards) closing of the facility. This pol¬ 
icy reflects the Congressional concern 
implicit in the statute and explicit in the 
legislative history that grant funds un¬ 
der section 1625 be targeted to the facili¬ 
ties which most acutely need them. 

3. Section 1604(b)(1) of the Act re- 
ouires that each application under Title 
XVI contain a finding by the State health 
manning and development agency des¬ 
ignated under section 1521 of the Act 
that the project is needed. Section 124.4 
(c) of the proposed regulations imple¬ 
ments this provision by requiring a find¬ 
ing under a certificate of need program 
under section 1523(a) (4) (B) of the Act: 
if such program does not exist or is not 
applicable to the application, a finding 
under section 1122 of the Social Security 
Act or a State certificate of need law; if 
such programs do not exist in the State 
or are not applicable to the application, 
the State Agency must make a separate 
finding of need using the criteria estab¬ 
lished under section 1122. The regulation 
thus attempts to utilize the existing or 
nroiected Planning mechanisms of the 
States and is consistent with the gen¬ 
eral Concessional concern expressed 
throughout, the legislative history of 
Title XVI that Federal funds not be used 
to support medical facility construction 
which is not needed. 

4. Under section 1604(b) (1) (J) of the 
Act, applicants are required to give an 
assurance that they will provide a rea¬ 


sonable volume of services to persons un¬ 
able to pay and a community service. The 
present requirements applicable under 
similar statutory provisions under Title 
VI of the Act are being made applicable 
until such requirements are revised pur¬ 
suant to section 1602(6) of the Act. 

5. Under 5 124.5 of the proposed regu¬ 
lations, the Secretary will make grants to 
applicants with approvable applications 
on the basis of their relative standing 
with respect to certain factors (e.g., fi¬ 
nancial need, need of the population for 
the services, the extent to which the proj¬ 
ects will serve persons below the poverty 
level). Where two applicants are ranked 
the same and cannot both be funded, 
priority for funding shall be based on 
the extent to which services will be made 
available relative to the cost of the proj¬ 
ect. 

6. As the November 16 notice pointed 
out. grants under section 1625 may not be 
made unless applications therefore have 
been reviewed by health systems agen¬ 
cies in accordance with section 1513(e) 
of the Act. Since 42 CFR 122.106(c) pro¬ 
hibits those agencies from conducting 
such reviews during their first year of 
conditional designation or until they 
have health systems plans and annual 
implementation plans, section 1625 can¬ 
not be implemented unless § 122.106(c) 
is appropriately revised. Item 2 below 
proposes such a revision. 

Applications for grants under section 
1625 may be submitted based on the pro¬ 
posed regulations. However, grants will 
be made based on the final regulations. 
Thus, applications may have to be revised 
to reflect the changes in the final regula¬ 
tions. Information concerning applying 
for a grant under section 1625 may be 
obtained from: 

Director, Division of Facilities Development, 
NTH Matlroom, Federal Building, Room 416, 
9000 RockvlUe Pike. Bethesda, Maryland 
20014. 

Applications for funds from the appro¬ 
priation for fiscal year 1976 must be sub¬ 
mitted to the above address on or before 
January 25. 1977. 

Interested persons are invited to sub¬ 
mit in writing comments, suggestions or 
objections to the proposed regulations on 
or before December 27. 1976. 

Director, Bureau of Health Planning Sc Re¬ 
sources Development, Health Resources Ad¬ 
ministration, 5600 Fishers Lane. Room 
11-05, Rockville, Maryland 20857. 

All comments, suggestions and objec¬ 
tions timely received will be considered 
end will be available for public inspec¬ 
tion at the above address during regular 
business hours. 

In consideration of the foregoing, it is 
therefore proDosed to amend Title 42 
of the Code of Federal Regulations as set 
out below. 

The Secretary has determined that 
this document does not contain a major 
proposal requiring preparation of an In¬ 
flation Impact Statement under Execu¬ 
tive Order 11821 and OMB circular A- 
107. 


Dated: November 22,1976. 

Theodore Cooper, 
Assistant Secretary lor Health . 

Approved: November 23.1976. 

Marjorie Lynch, 

Acting Secretary . 

1. Paragraph (c) of 42 CFR 122.106 
Is amended to read as follows: 

§ 122.106 Conditional designation agree¬ 
ments. 


(c) During the period of conditional 
designation the number and types of re¬ 
quirements and functions may, in ac¬ 
cordance with paragraph (b) of this sec¬ 
tion, be progressively increased as the 
agency, in the judgment of the Secretary, 
becomes capable of added responsibility: 
Provided. That (1) an agency may not 
perform the functions described in § 122.- 
107(c) (15) or (17) (except for the 
review and approval or disapproval of 
applications for assistance under sec¬ 
tion 1625 of the Act) during the first 
year of conditional designation, and may 
not in any event perform the functions 
described in § 122.107(c) (15) and (17) 
(except for the review and approval or 
disapproval of applications for assistance 
under section 1625 of the Act) until such 
agency has established a health systems 
plan in accordance with section 1513(b) 
(2) and (3) of the Act and the Secre¬ 
tary has in writing authorized the agency 
to perform such functions; and (2) an 
agency may not perform the function 
described in § 122.107(c)(9) during any 
period of conditional designation. 


(Sec. 215, PubUc Health Service Act (42 
US.C. 216).) 

2. Title 42. Code of Federal Regula¬ 
tions, 1s amended by adding a new Part 
124 as set forth below: 

PART 124 —PROJECT GRANTS FOR PUB 
LIC MEDICAL FACILITY CONSTRUCTION 
AND MODERNIZATION 

Sec. 

124.1 Applicability. 

124.2 Definitions. 

124.3 Eligibility. 

124.4 Application. 

124.5 Qrant Evaluation and Award. 

124.6 Grant Payments. 

124.7 Use of Grant Funds. 

124.8 Grantee Accountability. 

124.9 Non-dlscrlmlnatlon. 

124.10 Additional Conditions. 

124.11 Applicability of 45 CFR Part 74. 

Authority: Secs. 215, 1602, 1625. Public 
Health Service Act (42 U.S.C. 210. 300o-l. 
300r). 

§ 124.1 Applicability* 

The regulations of this Part are ap¬ 
plicable to grants under section 1625 of 
the Public Health Service Act for con¬ 
struction or modernization projects de¬ 
signed to— 

(a) Eliminate or prevent imminent 
safety hazards as defined by Federal, 
State or local fire, building, or life safety 
codes or regulations, or 
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(b) Avoid noncompliance with State 
or voluntary licensure or accreditation 
standards. 

§ 121.2 Definition!*. 

As used in this Part:— 

(a) “Act means the Public Health 
Service Act, as amended. 

(b) “Construction” means construc¬ 
tion of new buildings and initial equip¬ 
ment of such buildings and. in any case 
in which it will help to provide a service 
not previously provided in the commun¬ 
ity, equipment of any buildings. It in¬ 
cludes architect’s fees, but excludes the 
cost of off-site improvements and, ex¬ 
cept with respect to public health cen¬ 
ters. the cost of the acquisition of land. 

(c) “Cost” means the amount found 
by the Secretary to be necessary for con¬ 
struction or modernization under a proj¬ 
ect, except that such term does not in¬ 
clude any amount found by the Secre¬ 
tary to be attributable to expansion of 
the bed capacity of any facility. 

(d) “Equipment” means those items 
which are necessary for the functioning 
of the facility but does not include items 
of current operating expense such as 
food, fuel, pharmaceuticals, dressings, 
paper, printed forms, and housekeeping 
supplies. 

(e) “Facility for long-term care” 
means a facility (including a skilled 
nursing care or intermediate care fa¬ 
cility) . providing inpatient care for con¬ 
valescent or chronic disease patients who 
require skilled nursing or intermediate 
care and related medical services. 

(1) Which is a hospital (other than a 
hospital primarily for the care and treat¬ 
ment of mentally ill or tuberculosis 
patients) or is operated in connection 
with a hospital, or 

(2) In which such care and medical 
services are prescribed by, or are per¬ 
formed under the general direction of, 
persons licensed to practice medicine or 
surgery in the State. 

(f) “Health systems agency” means 
an agenev which has been conditionally 
or fully designated pursuant to section 
1515 of the Act and 42 CFR Part 122. 

(g> “Hospital” includes general, tu¬ 
berculosis. and other types of hosDitals, 
and related facilities such as laboratories, 
outpatient departments, nurses' home 
facilities, extended care facilities, facil¬ 
ities related to programs for home health 
services, self-care units, and central 
service facilities, operated in connection 
with hospitals, and education or training 
facilities for health professional person¬ 
nel operated as an integral part of a 
hospital, but does not include any facility 
furnishing primarily domiciliarv care. 

( h) “Major repair” means those re¬ 
pairs to an existing building, excluding 
routine maintenance, which restore the 
building to a sound state, the cost of 
which is at least 10 percent of plant value 
or $200,000. whichever is greater. 

(i> “Medical facility” means a hos¬ 
pital, public health center, outpatient 
medical facility, rehabilitation facility 
for long-term care. 

(j) “Mbdernization” means the alter¬ 
ation, expansion (excluding expansion 


which increases bed capacity), major re¬ 
pair, remodeling, replacement, and reno¬ 
vation of existing buildings (including 
initial equipment thereof), and the re¬ 
placement of obsolete equipment of 
existing buildings, including energy con¬ 
servation projects. 

(k) “Outpatient medical facility” 
means a facility, located in or apart from 
a hospital, for the diagnosis or diagnosis 
and treatment of ambulatory patients 
(including ambulatory inpatients): 

(l) Which is operated in connection 
with a hospital, or 

(2) In which patient care is under 
the professional supervision of persons 
licensed to practice medicine or surgery 
in the State, or in the case of dental di¬ 
agnosis or treatment, under the profes¬ 
sional supervision of persons licensed 
to practice dentistry in the State, or 

(3) Which offers to patients not re¬ 
quiring hospitalization the services of 
licensed physicians in various medical 
specialties, and which provides to its 
patients a reasonably full range of diag¬ 
nostic and treatment services. 

(1) “Public health center” means a 
publicly owned facility for the provision 
of public health services, including re¬ 
lated facilities such as laboratories, 
clinics, and administrative offices oper¬ 
ated in connection with such a facility. 

<m> “Rehabilitation facility” means a 
facility which is operated for the primary 
purpose of assisting in the rehabilitation 
of disabled persons through an inte¬ 
grated program of medical evaluation 
and services, and psychological, social, or 
vocational evaluation and services, under 
competent professional supervision, and 
in the case of which the major portion of 
the required evaluation and services is 
furnished within the facility; and either 
the facility is operated in connection 
with a hospital, or all medical and re¬ 
lated health services are prescribed by, 
or are under the general direction of 
persons licensed to practice medicine or 
surgery in the State. 

(n> “Secretary” means the Secretary 
of Health, Education, and Welfare and 
any other officer or employee of the De¬ 
partment of Health, Education, and 
Welfare to whom the authority involved 
has been delegated. 

(o) “State” means any one of the 
several States, the Commonwealth of 
Puerto Rico, Guam. American Samoa, 
the Trust Territory of the Pacific Islands, 
the Virgin Islands, and the District of 
Columbia. 

<p) “State health planning and devel¬ 
opment agency” or “State Agency” 
means the agency of a State government 
which has been conditionally or fully 
designated under section 1521 of the Act 
and 42 CFR Part 123. 

(q> “Title” means a fee simple, or such 
other estate or interest in the project site 
(including a leasehold on which the 
rental does not exceed 4 percent of the 
value of the land) as the Secretary finds 
sufficient to assure undisturbed use and 
possession for the purpose of construc¬ 
tion or modernization and operation of 
>he project for a period of not less than 
twenty years. 


(r) “Urban or rural poverty area” 
means a census tract, census county divi¬ 
sion, or minor civil division, as applicable, 
in which a percentage (which is at least 
the percentage determined in accordance 
with the following sentence) of the resi¬ 
dents have incomes below the poverty 
level, as defined by the Secretary of Com¬ 
merce. The percentage referred to in the 
preceding sentence shall be derived so 
that the total population of such areas as 
a percent of the population of the United 
States is equal to the total population of 
the United States with incomes below 
such poverty level, as a percent of the 
total population of the United States, plus 
five percent. 

§ 124.3 Eligibility. 

(a) Eligible applicants. A grant under 
section 1625 may only be made to a State 
or political subdivision of a State, in¬ 
cluding any city, town, county, borough, 
hospital district authority, or public or 
quasi-public corporation for a project 
described in paragraph 'b) of this sec¬ 
tion for a medical facility owned, op¬ 
erated, or owned and operated by the 
State or political subdivsion. 

(b) Eligible project. A grant under sec¬ 
tion 1625 may be made only for a con¬ 
struction or modernization project de¬ 
signed to: 

(1) Eliminate or prevent safety haz¬ 
ards which under Federal, State, and/or 
local fire, building or life safety codes or 
regulations, will, in the judgment of the 
Secretary, result in one or more of the 
following: 

(1) Loss of licensure for the facility, 

(ii > Closing of all or a substantial part 
of the facility. r 

(iii) Loss of eligibility for reimburse¬ 
ment under Title XVIII or Title XIX of 
the Social Security Act; or 

(2) Avoid noncompliance with State 
licensure or voluntary accreditation 
standards where noncompliance will, in 
the Judgment of the Secretary, result in 
one or both of the following: 

(i) Loss of licensure for the facility, 

(ii) Loss of accreditation resulting in 
loss of eligibility for reimbursement 
under Title XVIII or Title XIX of the 
Social Security Act. 

§ 121.4 Application. 

An application for a grant under this 
Part shall be submitted directly to the 
Secretary at such time and in such form 
and manner as the Secretary may pre¬ 
scribe. The application shall be executed 
by an individual authorized to act for 
the applicant and assume on behalf of 
the applicant the obligations imposed by 
the Act, tills Part, and the term and con¬ 
ditions of the grant. The application 
shall contain the following: 

(a) A description of the site of the 
proiect. 

fb) A full description, with all appro¬ 
priate documentation, of : 

(1) The imminent safety hazards, li¬ 
censure and/or accreditation problems of 
the facility; 

(2 » The type and amount of assistance 
sought under this Part: 

(3> The construction or modernization 
project for which funds are sought, de- 
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scribing how it will remedy the problems 
described pursuant to paragraph (b)(1) 
of this section, with a complete schedule 
for the proposed construction or mod¬ 
ernization; and 

<4) How failure to remedy the prob¬ 
lems described pursuant to pargaraph 
(b m l) of this section will affect the pop¬ 
ulation served by the facility. 

(c) In the case of a construction proj¬ 
ect, a finding by the State Agency of the 
need for the new health services to be 
provided through the medical facility 
upon completion of the project or, in the 
case of a modernization project for con¬ 
tinuation of existing health services, a 
finding by the State Agency of continued 
need for such health services. The find¬ 
ing shall be one of the following: 

(1) Where the State has a certificate 
of need program which has been found 
by the Secretary to be satisfactory pur¬ 
suant to section 1523(a)(4)(B) of the 
Act, a currently effective certificate of 
need granted by the State Agency under 
such program or, where the State certi¬ 
ficate of need program under section 
1523(a)(4)(B) is conducted by another 
agency of the State in accordance with 
section 1523(b) (1) of the Act, a currently 
effective certificate of need from such 
other agency which is adopted by the 
State Agency. 

(2) Where the State does not have the 
program described in paragraph (c)(1) 
of this section or review under such pro¬ 
gram is not required, either— 

(i) A currently effective finding under 
section 1122 of the Social Security Act by 
the State Agency, where the State Agency 
is the planning agency designated under 
such section, that the project is in con¬ 
formity with the applicable standards, 
criteria and plans: or, where the plan¬ 
ning agency designated under section 
1122 is not the State Agency, such a find¬ 
ing by the designated planning agency 
which is adopted by the State Agency: or 

(ii) A currently effective certificate of 
need from the State Agency pursuant to 
a State certificate of need law; or, where 
such certificate of need from such other 
agency which is adopted by the State 
Agency. 

(3) Where the State does not have anv 
of the programs described in paragraphs. 
<c) d) and (2) of this section or review 
under such programs is not required, a 
currently effective finding of need by the 
State Agency, utilizing the criteria set out 
at 42 CFR 100.107. 

(d) Plans and specifications which 
meet the applicable requirements of 42 
CFR 53.101, with the functional program 
of requirements on which such plans and 
specifications are based. 

(e) An assurance that adequate finan¬ 
cial support will be available for com¬ 
pletion of the project, supported by a de¬ 
tailed project budget satisfactory to the 
Secretary which includes all existing and 
anticipated sources of funds for the 
project. 

(f) An assurance that adequate finan¬ 
cial support will be available for main¬ 
tenance and operation of the project 
when completed, supported by budgets 
and detailed expenditure and revenue 


information satisfactory to the Secretary 
for both the facility and the applicant 
for the past three fiscal years and budg¬ 
ets and projections of expenditures and 
revenue for the future three fiscal years. 

(g) An assurance that the applicant 
would not be able to complete the project 
without the grant applied for, supported 
by a description of all efforts to obtain 
funds needed to complete the project 
and the results of such efforts. 

(h) An assurance that at all times 
after the application is approved there 
will be made available in the facility or 
portion thereof to be constructed or 
modernized, a reasonable volume of serv¬ 
ices to persons unable to pay therefor. 
The applicant shall comply with the 
standards and procedures of 42 CFR 
53.111, except as the Secretary may pre¬ 
scribe pursuant to section 1602(6) of the 
Act. The functions of the State Agency 
designated under section 604 of the Act 
under 42 CFR 53.111 will be performed 
by the Secretary, except to the extent 
they are otherwise assigned. 

(I) An assurance that at all times after 
the application is approved the facility 
or portion thereof to be constructed or 
modernized will be made available to all 
persons residing or employed in the area 
served by the facility. The applicant shall 
comply with the standards and proce¬ 
dures of 42 CFR 53.113, except as the 
Secretary may prescribe pursuant to sec¬ 
tion 1602(6) of the Act. The functions 
of the State Agency designated under 
section 604 of the Act under 42 CFR 
53.113 will be performed by the Secre¬ 
tary, except to the extent they are other¬ 
wise assigned. 

(J) An assurance that title to the proj¬ 
ect site is or will be vested in one or 
more of the entities filing the application 
or in a public or other nonprofit entity 
which is to operate the facility on com¬ 
pletion of the project, with such docu¬ 
mentation as the Secretary may require. 

(k) In the case of an application for 
construction or modernization of an out¬ 
patient medical facility, an assurance, 
supported by a written transfer agree¬ 
ment (or written documentation that 
such agreement will be obtained) with 
identified hospitals, that the services of 
a general hospital will be available to 
patients at such facility who are in need 
of hospital care. 

(l) Evidence that— 

(1) The appropriate health systems 
agency has been given the opportunity to 
review the application in accordance 
with section 1513(e) of the Act, with 
the result of any such review. 

(2) The application has been re¬ 
viewed in accordance with the applica¬ 
ble requirements of OMB Circular A-95. 

(m) An analysis satisfactory to the 
Secretary and such other information 
and materials as the Secretary may re¬ 
quire concerning the environmental im¬ 
pact of the proposed construction or 
modernization project. 

(n) An assessment satisfactory to the 
Secretary of the project site in light of 
the considerations set forth in Executive 
Order 11296 (31 FR 10663, August 10, 


1966) concerning the evaluation of flood 
hazards in locating Federally supported 
faculties. 

(o) In the case of a project which in¬ 
volves the displacement of persons or 
businesses, an assurance that the appli¬ 
cant will comply with the applicable 
provisions of the Uniform Relocation As¬ 
sistance and Real Property Acquisition 
Policies Act of 1970 . (42 U.S.C. 4601 et 
seq.). 

(p) (1) An assurance that all laborers 
and mechanics employed by contractors 
or subcontractors in the performance of 
work on a project will be paid wages at 
rates not less than those prevaUing on 
similar construction in the locality as 
determined by the Secretary of Labor 
in accordance with the Act of March 3, 
1931 (40 U.S.C. 276a-276a-5, known as 
the Davis-Bacon Act); and 

(2) An assurance that the following 
conditions and provisions will be in¬ 
cluded in all constructio n cont racts: 

(i) The provisions of “DHEW Require¬ 
ments for Federally Assisted Construc¬ 
tion Contracts Regarding Labor Stand¬ 
ards and Equal Employment Opportu¬ 
nity," Form DHEW 514 (rev. July 1976) 
(issued by the Office of Grants and Pro¬ 
curement Management. US. Depart¬ 
ment of Health. Education, and Wel¬ 
fare) pertaining to the Davis-Bacon Act. 
the Contract Work Hours Standards 
Act. and the Copeland Act (Anti-Kick¬ 
back) regulations except in the case of 
contracts in the amount of $2,000 or 
less; and pertaining to Executive Order 
11246. September 24, 1965 (30 FR 12319), 
relating to nondiscrimination in con¬ 
struction contract employment except in 
the case of contracts in the amount of 
$10,000 or less, and 

(ii) Representatives of the Secretary 
will have access at all reasonable times 
to work wherever it is in preparation or 
progress, and the contractor shall pro¬ 
vide proper facUities for such access and 
inspection. 

(q) Such other information as the 
Secretary may require. 

§124.5 Grant evaluation and award. 

(a)(1) Within the limits of funds 
available for such purpose, the Secretary 
may award grants under this Part for 
project costs to applicants with approv- 
able applications therefor which will, in 
his judgment, best promote the pur¬ 
poses of section 1625 of the Act, taking 
into consideration— 

(i) The severity and seriousness of the 
safety hazard, licensure or accreditation 
problem or problems. 

(ii) The relative need of the population 
to be served for the services to be pro¬ 
vided. including the availability of alter¬ 
natives for meeting the need. 

(iii) The financial need of the appli¬ 
cant. 

(iv) The extent to which the facility 
will serve persons below the poverty 
level, as determined by the Secretary or 
Commerce. 

(v) The extent to which the project 
will decrease the costs of health services 
Tor the population served by the appli¬ 
cant. 
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(2) Priority for funding shall be based 
on the extent to which services will be 
made available relative to the cost of 
the project. 

<b) The amount of any grant under 
this Part may not exceed 75 percent of 
the cost of the project for which the 
grant is made unless the project is lo¬ 
cated in an area determined by the 
Secretary to be an urban or r.ural pov¬ 
erty area, in which case the grant may. 
as determined by the Secretary, cover up 
to 100 percent of such costs. 

§ 124.6 Grant payment*. 

(a) Except where the Secretary deter¬ 
mines that extreme financial hardship 
warrants payment on a monthly basis, 
grant payments will be made to the ap¬ 
plicant when construction of the project 
has reached the following stages of com¬ 
pletion: 10%, 25%, 50%, 75%. 05%. 
100%. The initial payment may include 
expenditures for eligible preconstruction 

costs. . . 

(b) Each payment request must be 
made using a form prescribed by the 
Secretary and must be accompanied by 
certification from the project architect 
verifying the amount of construction 
completed at that time. In addition, the 
final payment will also be based upon an 
on-site inspection, conducted by a De¬ 
partment of Health, Education, and Wel¬ 
fare’ representative. Additional site visits 
may be made before or after completion 
of construction as the Secretary deems 
appropriate. 

§ 124.7 Use of grant fund*. 

Any funds granted pursuant to this 
part, as well as funds assured by the ap¬ 
plicant for the project, shall be expended 
solely for carrying out the approved 
project in accordance with section 1625 
of the Act, the regulations of this Part, 
the terms and conditions of the grant 
award, and the applicable cost principles 
prescribed by Subpart Q of 45 CFR Part 
74. 

§ 124.ft Grantee accountability. 

(a) Records requirements. (1) Appli¬ 
cants who have received Federal assist¬ 
ance under this part shall maintain, in 
accounting records which are separate 
from the records of all other funds, 
records which fully disclose the follow¬ 
ing: 

(1) The amount of all payments re¬ 
ceived from the Secretary under this 
part, 

(ii) Amounts and sources of all funds, 
in addition to funds received under this 
part, applied to the construction or 
modernisation project funded under this 
Part. 

fill) Disposition of all funds for the 
construction or modernization project 
funded under this Part, 

<iv) Total cost of the project approved 
under this Part; and 

(2) Upon request, applicants shall 
make such records, books, papers, or 
other documents available to the Secre¬ 
tary and the Comptroller General of the 
United States or any of their duly au¬ 
thorized representatives which, in their 
opinion, may be related or pertinent to 
the grant under this Part. 


(b) Annual financial statement. An 
applicant who receives grant assistance 
under this Part shall, not later than 90 
days after the end of its fiscal year, un¬ 
less a longer period is approved by the 
Secretary for good cause shown,' file an 
annual financial statement which meets 
the requirements of section 1634 of the 
Act. 

§ 124.9 Non-diHcriminalion. 

(a> Attention is called to the require¬ 
ments of Title VI of the Civil Rights Act 
of 1964 (78 Stat. 252, 42 U.S.C. 2000d et 
seq.) and in that particular section 601 
of such Act which provides that no per¬ 
son in the United States shall, on the 
grounds of race, color or national origin 
be excluded from participation in. be 
denied the benefits of. or be subjected to 
discrimination under any program or 
activity receiving Federal financial as¬ 
sistance. A regulation implementing such 
Title VI, which is applicable to grants 
made under this subpart, has been issued 
by the Secretary with the approval of 
the President (45 CFR Part 80). 

(b) Attention is called to the require¬ 
ments of section 504 of the Rehabilita¬ 
tion Act of 1973, as amended, which pro¬ 
vides that no otherwise qualified handi¬ 
capped individual in the United States 
shall, solely by reason of the handicap, 
be excluded from participation in, be 
denied the benefits of, or be subjected to 
discrimination under any program or ac¬ 
tivity receiving Federal financial assist¬ 
ance. 

(c) All portions and services of the 
entire facility for the construction or 
modernization of which, or in connec¬ 
tion with which aid under the Act is 
sought must be made available without 
discrimination on account of creed and 
the applicant may not discriminate 
against any qualified person on account 
of creed with respect to the privilege of 
professional practice in the facility. 

(d) Attention is also called to the re¬ 
quirements of Title DC of the Educa¬ 
tion amendments of 1972 and in par¬ 
ticular to section 901 of such Act (20 
U.S.C. 1681) which provides that no per¬ 
son in the United States shall, on the 
basis of sex be excluded from partici¬ 
pation in, be denied the benefits of, or 
be subjected to discrimination under 
any education program or activity re¬ 
ceiving Federal financial assistance (45 
CFR Part 86). 

(e) Each construction contract is 
subject to the condition that the appli¬ 
cant shall comply with the requirements 
of section 321 of the Comprehensive 
Alcohol Abuse and Alcoholism Preven¬ 
tion. Treatment, and Rehabilitation Act 
of 1970, as amended, which provides that 
alcohol abusers and alcoholics who are 
suffering from medical conditions shall 
not be discriminated against in admis¬ 
sion or treatment, solely because of their 
alcohol abuse or alcoholism by any pri¬ 
vate or public general hospital that re¬ 
ceives support In any form from any 
federally funded program. 

(f) Each construction contract is 
subject to the condition that the appli¬ 
cant shall comply with the requirements 
of section 407 of the Drug Abuse Office 
and Treatment Act of 1972, as amended, 


which provides that drug abusers who 
are suffering from medical conditions 
shall not be discriminated against be¬ 
cause of their drug abuse or drug de- 
'•pendence. by any private or public gen¬ 
eral hospital that receives support in 
any form from any federally funded 
program. 

§124.10 Additional condition*. 

The Secretary may impose additional 
conditions prior to or at the time of any 
grant award when in the Secretary’s 
judgment such conditions are necessary 
to assure or protect advancement of the 
project in accordance with the purposes 
of the Act and the regulations of this 
Part or the conservation of grant funds. 

§ 124.11 Applicability of 45 CFR Part 
74. 

The provisions of 45 CFR Part 74, es¬ 
tablishing uniform administrative re¬ 
quirements and cost principles, shall ap¬ 
ply to all grants under this Part to State 
and local governments as those terms 
are defined in Subpart A of that Part 74. 
except to the extent inconsistent with 
this Part. The relevant provisions of the 
following subparts of Part 74 shall also 
apply to grants to all other grantee or¬ 
ganizations under this Part. 

45 CFR Part 74 

Subpart: 

A General 
B Cash depositories 
C Bonding and Insurance 
F Grant-related Income 
G Matching and cost sharing 
L Budget revision procedures 
M Grant closeout, suspension, and ter¬ 
mination 
O Property 

P Procurement standards 
Q Cost principles 

(FR Doc.76-34989 Filed 11-24-76:8:45 am| 


Materials Transportation Bureau 

[ 49 CFR Parts 172, 173,174, 176,177 ] 

[Docket No. HM-143; Notice No. 76-111 
BLASTING AGENTS 
Proposed Rule Making 

Purpose. The purpose of this notice of 
proposed rulemaking is to propose the 
following amendments to Parts 172, 173, 
174. and 176 of the Department’s Haz¬ 
ardous Materials Regulations: 

1. Remove the shipping name Nitro 
carbo nitrate; 

2. Add a new shipping name. Blasting 
agent, n.o.s. and a new class. Blasting 
agent; 

3. Provide packagings for Blasting 
agents; and 

4. Provide a new label and a new pla¬ 
card for Blasting agents. 

The Department of Transportation’s 
Hazardous Materials Regulations do not 
now include a definition of a blasting 
agent. A material used for blasting must 
be classified as one of three classes— 
Class A explosive. Class B explosive, or 
Oxidizer (nitro carbo nitrate). Neither 
the Class B explosive nor the Oxidizer 
classification is appropriate for many 
blasting agents. 

On April 19. 1972. the Institute of 
Makers of Explosives petitioned the then 
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Hazardous Materials Regulations Board 
to create a new hazard class called 
“Blasting Agents/* 

The inclusion of a blasting agent de¬ 
scription and hazard class will contribute 
to increased safety in transportation be¬ 
cause some materials now shipped as 
nitro carbo nitrates (oxidizing materials) 
also present a potential explosive hazard. 

Both the Mining Enforcement and 
Safety Administration (MESA) and the 
Bureau of Alcohol, Tobacco, and Fire¬ 
arms (BATF) publish definitions of 
blasting agents. MESA bases its storage 
requirements on the classification of an 
explosive as determined by this Depart¬ 
ment Many materials used for blasting 
which would be considered blasting 
agents by MESA and BATF must be 
classed as Class B explosives under the 
DOT regulations. MESA requires maga¬ 
zine storage for DOT Class B explosives, 
but does not require magazine storage for 
materials Identified as blasting agents. 

In an effort to resolve these problems 
and to bring the DOT regulations into 
closer conformity with the regulations of 
MESA and BATF, the Materials Trans¬ 
portation Bureau (MTB) is proposing to 
Incorporate a definition of a blasting 
agent into the DOT regulations. This 
definition is essentially the same as the 
statutory definition in the explosives 
laws administered by BATF (18 U.S.C., 
Section 841(e)) with certain additions 
which MTB considers necessary to 


achieve an acceptable level of safety In 
transportation. 

The MTB considers blasting agents to 
be very insensitive explosives and is pro¬ 
posing that they be subject to the re¬ 
quirements of Section 173i86 which 
prescribes shippi ng re quirements for new 
explosives. The MTB is also proposing a 
blasting agent label and placard. 

Blasting agents would not be subject to 
specification packaging requirements. In 
addition, the MTB is proposing to delete 
the description, nitro carbo nitrate, from 
the regulations since all materials now so 
described would be included in the Blast¬ 
ing agent. n.OA. description. A reasonable 
time would be provided for the change in 
the description of those materials now 
identified as nitro carbo nitrates to be re¬ 
vised to the blasting agent description. 

The proposal requires more tests and 
spells out more detailed testing than are 
now required for Class A and Class B 
explosives because: 

1. The packaging requirements for 
biasing agents are less restrictive than 
those for Class A and Class B explosives 
and, therefore, additional testing is con¬ 
sidered necessary to clearly establish the 
basis for regarding a particular sub¬ 
stance as a blasting agent; and 

2. The Materials Transportation Bu¬ 
reau regulatory plan includes several 
changes such as rewriting the present 
explosive regulations. Some of the tests 
required for blasting agents (and pos¬ 


sibly other tests not delineated here) 
could be incorporated in the proposed 
regulations. It is desirable to publish a 
blasting agent definition as expeditiously 
as possible, since the complete revision 
of the explosive section will be published 
In a future notice of proposed rulemak¬ 
ing. 

The 212° F. temperature specified in 
the differential thermal analysis test is 
not found in any of the present regula¬ 
tions. It was chosen because many blast¬ 
ing agents contain appreciable quanti¬ 
ties of water which can be affected at or 
above this temperature. 

In consideration of the foregoing, it is 
proposed to amend Parts 172, 173, 174, 
and 176 of Title 49 as follows: 

PART 172—HAZARDOUS MATERIALS 

TABLE AND HAZARDOUS MATERIALS 
COMMUNICATIONS REGULATIONS 

1. In Part 172 Table of Sections, 8172.- 
411 would be revised; $ 172.523 would be 
redesignated 8 172.524 and a new 8 172.- 
523 would be added to read as follows: 

Bee. 

172.411 Explosive A, Explosive B, Explosive 
C, and Blasting Agent labels. 

172.523 Explosives B placard. 

172.524 Blasting Agents placard. 

2. Section 172.101 would be amended by 
deleting the entry “nitro carbo nitrate” 
and adding “Blasting agent, n.o.s.” to 
read as follows: 

§ 172.101 Hazardous Materials Table. 


0) (2) 

(3) 

(4) 

(5) 

(6) 



(7) 





Packaging 

Maximum net quantity in 1 package 


Water shipments 

•/W/A Hazardous materials descrip¬ 
tions and proper shipping 
names 

Hazard class 

Label(s) required 
(If not excepted) 

(a) (b) (a) ^ 

Exceptions Specific Passenger carrying 

requirements aircraft or railcar 

<b) 

Cargo only 
aircraft 

(a) 

Cargo 

vessel 

<b) 

Passenger 

vessel 

(c) 

Other 

requirement* 

(Add) blasting agent, n.o.s.. 

Blasting agent.. 

Blasting agent.. 

None_ 17X25 

Forbidden............ 

1101b. 

1.2 

1.2 







3. In 8 172.411 the Heading would be 
revised and new paragraphs (c) and (d) 
would be added to read as follows: 

§172.411 Explosive A, Explosive B, 
Explosive Ct and Blasting Agent 
labels. 

• * • # • 

(c) Except for size and color, the 

BLASTING AGENT label must be as 
follows: 



(d) In addition to complying with 
8 172.407, the BLASTING AGENT label 
must be orange. The printing must be 
black. 

4. Section 172.524 would be redesig¬ 
nated to read “8 172.523” and a new 
8 172.524 would be added to read as 
follows: 

§ 172.524 Blasting Agents placard. 

(a) Except for size and color, the 
BLASTING AGENTS placard must be as 
follows: 



(b) In addition to meeting the re¬ 
quirements of this part, the BLASTING 
AGENTS placard must be orange with 
a te-lnch <12.7 mm) white outer border. 
The printing must be black. 

Appendix B [ Amended ] 

5. Appendix B to Part 172 would be 
amended by adding a new paragraph (c> 
(19) to read as follows: 

(c) • • • 

(19) BLASTING AGENTS placard. The 
words BLASTING AGENTS must be across 
the center area of the placard and made with 
letters 1% inches (47.6 mm.) high with ft 
6/16-lnch (7.9 mm.) stroke. 


PART 173—SHIPPERS—GENERAL RE¬ 
QUIREMENTS FOR SHIPMENTS AND 
PACKAGINGS 

6. In Part 173 Table of Sections, i 173.- 
86 would be revised: 8 173.96 would be 
added to read as follows: 

Sec. 

173.86 New explosives (including blasting 
agent), definition; approval and 
notification. 

173.96 Blasting agents. 

7. Section 173.86 Heading would be re¬ 
vised to read as follows: 
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§ 173.86 New explosive* (including 
blasting agent), definitions; ap¬ 
proval and notification. 

• * • * • 

8. Section 173.96 would be added to 
read as follows: 

§ 173.96 Blasting agents. 

(a) Definition of a blasting agent. A 
blasting agent is a material which has 
been tested in accordance with para¬ 
graph (b) of this section and as a result 
found to be so insensitive that there is 
very little probability of initiation to ex¬ 
plosion or of transition from burning to 
detonation under conditions incident to 
transportation and which is primarily 
intended for use in mining activities as 
described in Division B of the 1972 edi¬ 
tion of the Standard Industrial Classi¬ 
fication Manual. 

(b) Tests. Materials which are to be 
described as Blasting agents. n.o.s. for 
purposes of transportation, must be 
tested in accordance with this paragraph. 
Interpretations of the test results are 
provided in the test procedures. 

(1) Blasting cap sensitivity test, (i) 
The container used for the blasting agent 
sample must be cylindrical, having a dia¬ 
meter of 3% inches and a length of 6% 
inches. The container must provide es¬ 
sentially no confinement. 

(ii) A hole %-inch in diameter shall 
be punched through the sidewall of the 
container %-inch above the bottom 
closure. 

< iii) A 3-foot length of detonating cord 
(50 grains of PETN per foot) must be 
inserted through the hole so that one end 
touches the wall of the container dia¬ 
metrically opposite the hole. 

(iv) The container must be filled with 
the sample. Solid materials must be 
packed to the same filling density as they 
will be packed in the shipping container. 
The temperature of the sample must be 
between 70° F. and 75° F. 

(v) The filled container must be placed 
on a level earthen surface with the pro¬ 
truding end of the detonating cord “tell¬ 
tale’' laid out flat. 

(vi) A commercial No. 8 fuse blasting 
cap (electric blasting cap) must be in¬ 
serted in the center of the top of the 
sample for the full length of the cap. A 
No. 8 commercial cap means a cap which 
contains 0.40-0.45 grams of PETN base 
charge pressed into an aluminum shell 
with bottom thickness not to exceed 0.03- 
inch to a specific gravity of not less than 
14g/cc and primed with standard 
weights of primer depending on the 
manufacturer. 

(vii) Detonation of the sample is in¬ 
dicated by the detonation of the detonat¬ 
ing cord “telltale”. 

(viii) The test must be conducted three 
times or until detonation occurs, which¬ 
ever comes first. 

( ix) A material which detonates in any 
trial may not be described as Blasting 
agent. n.o.s. for purposes of transporta¬ 
tion. 

(2> Rifle bullet sensitivity test. (i> The 
container used for the blasting agent 
sample must be cylindrical, having a di¬ 


ameter of 3% inches and a length of 3 
inches. The container must provide es¬ 
sentially no confinement. A mild steel 
plate 4 inches square x %-inch thick 
must be affixed to one end of the con¬ 
tainer. 

(ii) The container must be filled wdth 
the blasting agent under test. Solid ma¬ 
terials must be packed to the same fill¬ 
ing density as they will be packed in the 
shipping containers. The temperature of 
the sample must be between 70® F. and 
75° F. 

(iii) The open end of the filled con¬ 
tainer must be covered with a material 
which presents essentially no resistance 
to the passage of the bullet. 

(iv) The filled container must be 
placed in a horizontal position with the 
plane of the cover normal to the tra¬ 
jectory of the bullet and facing the rifle. 

(v) The test bullet must be fired 
through the 3-inch column of blasting 
agent as near the center as practicable 
and so that" it impacts or penetrates 
the steel plate after passing through 
the sample. The bullet used must weigh 
at least 48 grains and be propelled at a 
muzzle velocity of at least 2700 feet per 
second. The muzzle of the rifle must be 
located not more than 100 feet from the 
cover of the sample container. 

(vi) Detonation of the sample is in¬ 
dicated by sound* and by damage to the 
steel plate in excess of that caused by 
the bullet. 

(vii) The test must be conducted three 
times or until detonation occurs, which¬ 
ever comes first. 

(viii) A material which detonates in 
any trial may not be described as Blast¬ 
ing agent. n.o.s., for purposes of trans¬ 
portation. 

(3) Differential thermal analysis test. 

(i) This test must be conducted using 
a standard, commercially produced, dif¬ 
ferential thermal analysis instrument or 
a laboratory-constructed apparatus 
which gives comparable results. 

(ii) Care must be taken to insure that 
the portion of the blasting agent tested 
is representative of the complete mix¬ 
ture. 

(iii) The test must be conducted three 
times. If the first exotherm exhibited 
by the material in any trial is less than 
212° F., it may not be described as a 
Blasting agent n.oa., for purposes of 
transportation. 

(4) Thermal stability test, (i) At least 
500 grams of the material must be placed 
in a loosely covered glass vessel and 
maintained at 167 F. for 48 consecu¬ 
tive hours. 

(ii) A material which ignites or evi¬ 
dences decomposition by fumes, discol¬ 
oration, or other characteristics may not 
be described as Blasting agent, n.o.s., 
for purposes of transportation. 

(5) Spark sensitivity test, (i) The ap¬ 
paratus must be designed so that an 
electrostatic spark can be caused to jump 
from a pointed electrode to a metal plate 
which also serves as a sample holder. 

(ii) Ten milligrams of material must 
be used for each test. Care must be taken 
to assure that the sample is representa¬ 
tive of the material being tested 


(iii) Ignition must be evidenced by the 
material flaming, smoldering, or glowing 
from the spark. 

(iv) The test must be conducted three 
times or until ignition occurs, whichever 
comes first. 

(v) A material which ignites in any 
trial when exposed to a spark of 0.006 
joules delivered from a 0.002 to 0.004 
micro-farad capacitor may not be de¬ 
scribed as a Blasting agent, n.o.s., for 
purposes of transportation. 

(6) Impact sensitivity test, (i) Impact 
tests must be conducted in the Bureau of 
Explosives Impact Tester. 

(ii) The tests must be run on ten mil¬ 
ligram samples. Care must be taken to 
assure that the test portions are repre¬ 
sentative of the material being tested. 

(iii) The drop height used in all trials 
must be ten inches. 

(iv) The test must be conducted ten 
times or until an explosion occurs, 
whichever comes first. An explosion Is 
evidenced by flame or flame and noise. 
The production of smoke alone is evi¬ 
dence of decomposition, but not explo¬ 
sion. 

(v) A material which explodes in any 
trial may not be described as Blasting 
agent, n.o.s., for purposes of transporta¬ 
tion. 

(7) Fire test, (i) The largest package 
of each type to be offered for transpor¬ 
tation must be placed on incombustible 
supports and subjected to a fire. 

(ii) The fuel used may be kerosene- 
soaked wood, flammable or combustible 
liquid, or flammable gas. 

(iii) The fire shall be large enough to 
engulf the bottom of the package. The 
flames must reach at least half way up 
on all sides. 

(iv) The duration of the fire must be 
such as to cause the material in the pack¬ 
age to bum or fume off completely. 

(v> Explosion is evidenced by a loud 
noise and the projection of fragments 
from the fire area. 

(vi) This test must be conducted at 
least once. 

(vii) Any material which explodes in 
this test may not be described as Blast¬ 
ing agent, n.oa.. for purposes of 
transportation. 

<8> Card gap test, (i) A card gap test 
must be rim as described in paragraph 
3-12 of “Explosive Hazard Classification 
Procedures'*' contained in DOD TB 700- 
2 (May 19. 1967), (NAVORDINST 8020.3 
to 11 A-l-47, DSAR 8220.1). 

(ii) This test must be conducted three 
times or until detonation occurs, which¬ 
ever occurs first. 

(iii) Any material which detonates 
with a gap of more than 70 cards may 
not be described as Blasting agent, n.o.s., 
for purposes of transportation. 

(c) Packaging for blasting agents. (1) 
Each package of blasting agents when 
prepared for shipment must comply w’ith 
the applicable requirements of § 173.24 
and ass one of the following tests: 

(i) Rigid packages (e.g., boxes and 
drums), prepared as for shipment, must 
be capable of withstanding a four-foot 
drop onto solid concrete so as to strike 
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the most vulnerable point on the pack¬ 
age without rupture or any loss of 
contents. 

(ii) Non-rigid packages (e.g., tubes 
and bags), prepared as for shipment, 
must be capable of withstanding three 
four-foot drops into solid concrete with¬ 
out rupture or any loss of contents. 

(2) Blasting agents shall not be trans¬ 
ported in portable tanks, cargo tanks, 
tank cars, or compressed gas cylinders. 

(d) See §§ 174.81. 176.80. and 177.848 
of this subchapter for loading require¬ 
ments. 

§ 173.182 [ Amended 1 

9. In § 173.182 paragraph (a) would be 
amended by deleting "nitro carbo nitrate 
(see Note 1)” in the fourth and fifth lines 
from the end of the paragraph: Note 1 
and paragraph (c) would be deleted. 


PART 174—CARRIAGE BY RAIL 

§ 174.81 [Amended] 

10. In § 174.81(a) Table would be 
amended by adding “Blasting agent 1 ” as 
the last entry under Class B Explosives 
and placing an “X” in the columns 
headed, “Initiating and primary explo¬ 
sives/’ and “Fireworks, special or railway 
torpedoes.” Note e following the table 
would be amended by striking the words 
“nitrocarbonitrate or” in the first line. 


PART 176—CARRIAGE BY VESSEL 

11. In Part 176 Table of Sections, Sub¬ 
part J Heading and §§ 176.410 and 176.- 
415 would be revised to read as follows: 

Subpart J—Detailed Requirements for Flam¬ 
mable Solids. Oxidizers, Organic Peroxides, 
and Blasting Agents 

Sec. 

176.410 Blasting agents and ammonium 
nitrates. 

176.415 Permit requirements for blasting 
agents and certain ammonium 
nitrates. 

12. Section 176.83(a) Table would be 
amended by redesignating numbers “11 
through 16“ as “12 through 17“ and add¬ 
ing a new number 11 to read as follows: 

11 Blasting agents 

An “X” would be added in column 3 
and 10 opposite entry number 11. 

13. Subpart J Heading would be re¬ 
vised to read as follows: 

Suboart J—Detailed Requirements for 
Flammable Solids, Oxidizers, Organic 
Peroxides, and Blasting Agents 

14. Section 176.410 Heading and para¬ 
graph (a)(1) would be revised; the in¬ 
troductory text of paragraphs (c), (d). 
and (e) and paragraph (e)(1) would be 
amended by deleting the words “nitro 
carbo nitrate” and adding “blasting 
agents” in place thereof: 

§ 176.110 Waiting ag*-nl* nml aniinon- 
inuni nitrates. 

(a) • • • 

(1) Blasting agents. 

• • • • • 

15. Section 176.415 Heading would be 
revised; paragraphs (a)(2), (c)(1) and 
(c)(2) would be amended by deleting 


“nitro carbo nitrate” and inserting 
“blasting agents” in place thereof: 

§ 176.113 Permit requirement* for 
blasting agents and certain ammon¬ 
ium nitrates. 


PART 177—CARRIAGE BY PUBLIC 
HIGHWAY 

§ 177.848 [Amended] 

16. Section 177.848(a) Table would be 
amended by adding “Blasting agents” as 
the last entry under Class B Explosives 
and placing an “X” in the columns 
headed, “Initiating and primary explo¬ 
sives • * V* and “Fireworks, special or 
railway torpedoes.” Note e following the 
table would be amended by striking the 
words “nitro carbo nitrate or” in the 
first line. 

Interested persons are invited to give 
their views on these proposals. Commu¬ 
nications should identify the docket 
number and be submitted to the Docket 
Clerk, Office of Hazardous Materials Op¬ 
erations, Department of Transportation, 
Washington, D.C. 20590. Communications 
received on or before March 25,1977, will 
be considered before final action is taken 
on 'these proposals. All comments re¬ 
ceived will be available for examination 
by interested persons at the Office of 
Hazards Materials Operations, Hoorn 
6500, Trans Point Building, 2100 Second 
Street, S.W., Washington, D.C., both 
before and after the closing date for 
comments. 

(49 U.S.C. 1803. 3804, 1808; 49 CFR 1.53(e) 
and paragraph (a) (4) of App. A to Part 102.) 

The Materials Transportation Bureau 
has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact State¬ 
ment under Executive Order 11821 and 
OMB circular A-107. 

Issued in Washington, D.C., on Novem¬ 
ber 16,1976. 

Dr. C. H. Thompson, 

Acting Director, Office of 
Hazardous Materials Operations. 

(FR Doc.76-34554 Filed 11-23-76:8:45 am) 


[49 CFR Part 173] 

I Docket No. HM-1421 
ETIOLOGIC AGENTS 
Advance Notice of Proposed Rule Making 

The Materials Transportation Bureau 
(MTB) is considering amending 49 CFR 
Part 173, as it applies to the transporta¬ 
tion of etiologic agents, to extend the 
coverage of those regulations to a num¬ 
ber of presently excluded substances. 

The Hazardous Materials Transpor¬ 
tation Act calls for a regulatory pro¬ 
gram applicable to materials which, 
when transported in commerce, pose an 
unreasonable risk to health, safety, or to 
property. However, under present MTB 
regulations, only those etiologic agents 
known to be hazardous to humans are 
regulated. In addition, although they 
are subject to certain regulatory require¬ 
ments of Department of Health, Edu¬ 


cation, and Welfare, cultures of etiologic 
agents in quantities of 50 milliliters c>r 
less, diagnostic specimens, and biological 
products are also excluded from the 
MTB’s regulations governing the trans¬ 
portation of hazardous materials. The 
MTB is concerned that these gaps in its 
present regulatory scheme may be leav¬ 
ing unaddressed some rather substan¬ 
tial risks associated with the transpor¬ 
tation of many of those excluded etio¬ 
logic agents. To provide the MTB with 
a more comprehensive basis for a future 
proposal to amend the regulations, the 
MTB request comments on the follow¬ 
ing specific areas of interest: 

1. Definition of Etiologic Agent 

(a) Is the defin ition of etiologic agent 
given in 49 CFR 173.386 adequate? 

(b) Should the definition be expanded 
to include agents which are harmful to 
plants and animals? 

(c) Should the definition be expanded 
to include biological materials (such as 
recombinant DNA> used in or derived 
from genetic studies? 

2. Exceptions 

(a) Should etiologic agents in quanti¬ 
ties of 50 milliliters or less (per outside 
packaging) be further regulated by the 
MTB as to packaging, marking, and 
labeling? 

(b) Should the MTB, when determin¬ 
ing the quantity of etiologic agent below 
which regulation is unnecessary, use a 
system which takes into account the 
potency, i.e., the toxigenicity or virility 
of the agent (similar to the system used 
for poisons) ? 

(c) Should the MTB establish more 
specific regulatory requirements for di¬ 
agnostic specimens and what should 
these be? 

3. Labeling Requirements 

(a) Should a small size label, con¬ 
sistent with the general label format for 
other hazardous materials, be adopted 
to accommodate use of small packages 
for etiologic agents? 

<b) Alternately, should a minimum 
package or overpack size be established 
to enhance safety by making it less likely 
for the package to become lost during 
shipment? 

4. Transportation of Imported Ship¬ 
ments of Etiologic Agents 

(a) To what extent do prevailing prac¬ 
tices regarding transportation of im¬ 
ported shipments of etiologic agents, or 
suspected etiologic agents particularly 
diagnostic specimens, pose a health or 
safety risk? 

(b) What, if any. kind of monitoring 
or clearance procedures are necessary to 
adequately control perceived risks at¬ 
tributable to transportation of imported 
shipments of etiologic agents? 

Comments are welcome on these ques¬ 
tions, as well as any additional recom¬ 
mendations for enhancing the safety in 
transportation of etiologic agents. 

Interested persons are invited to par¬ 
ticipate in the formulation of a proposed 
rule by submitting such written data, 
views, or arguments as they may desire. 
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Communications should identify the 
docket number and should be submitted 
to the Section of Dockets. Office of Haz¬ 
ardous Materials Operations. Depart¬ 
ment of Transportation. Washington. 
D.C., 20590. Communications received on 
or before Janua ry 2 1. 1977 will be con¬ 
sidered by the MTB during preparation 
of the notice of proposed rule makUng. 
All comments received will be available 
for examination by interested persons at 
the Office of Hazardous Materials Oper¬ 
ations. Room 6500. Trans Point Building. 
2100 Second Street, SW. Washington, 
D.C., both before and after the closing 
date for comments. 

(49 U.S.C. 1803, 1804, 1808; 49 CFR 1.53(e) 
and paragraph (a) (4) of App. A to Part 102) 

Issued in Washington. D.C., on No¬ 
vember 15,1976. 

Dr. C. H. Thompson, 

Acting Director , Office of 
Hazardous Materials Operations . 

(FR Doc.76-34555 Filed 11-23-76:8:^5 am| 


National Highway Traffic Safety 
Administration 

[49 CFR Part 533] 

(Docket No. FE 76-3: Notice 1| 

NONPASSENGER AUTOMOBILES— 
MODEL YEAR 1979 

Average Fuel Economy Standard 

This notice proposes an average fuel 
economy standard of 18.7 mpg for auto¬ 
mobiles other than passenger automo¬ 
biles (“nonpassenger automobiles”) for 
model year 1979 pursuant to Title V of 
the Motor Vehicle Information and Cost 
Savings Act, as amended by the Energy 
Policy and Conservation Act, Pub. L. 
94-163. 

Background 

Statutory requirements. The enact¬ 
ment of the Energy Policy and Con¬ 
servation Act was a reflection of the 
national concern with the depletable 
nature and uncertain availability of 
most of the energy upon which the 
Nation relies for its economic and social 
well being and the need to implement a 
national program for conserving energy. 
The gasoline shortages of the winter of 
1973-1974, the inflationary effect of ris¬ 
ing fuel costs on almost all goods and 
sendees, and this country’s increasing 
dependence upon foreign petroleum 
sources dramatized this need. 

The significance of petroleum for this 
country is demonstrated by the fact that 
46 percent of its annual energy needs 
are met by petroleum. Over half of the 
petroleum is used for transportation. In 
1975. the figure was 55 percent. Highway 
transportation accounted for 46 percent 
of all petroleum consumed. 

Title V requires the Secretary of 
Transportation to establish average fuel 
economy standards (AFES’s) for “auto¬ 
mobiles”. The responsibility for imple¬ 
menting Title V was delegated to the 
Administrator of the National Highway 
Traffic Safety Administration (41 FR 


25015. June 22. 1976). Section 501(1) of 
the Title defines “automobile” as 

any 4-wheeled vehicle propelled by fuel 
which is manufactured primarily for use on 
public streets, roads, and highways (except 
any vehicle operated exclusively on a rail or 
rails), and 

(A) Which Is rated at 6,000 lbs. gross vehi¬ 
cle weight or less, or 

(B) Which—(1) Is rated at more than 6,000 
lbs. gross vehicle weight but less than 10.000 
lbs. gross vehicle weight, 

(li) Is a type of vehicle for which the Sec¬ 
retary determines, by rule, average fuel econ¬ 
omy standards under this part are feasible, 
and 

(III) is a type of vehicle for which the Sec¬ 
retary determines, by rule, average fuel econ¬ 
omy standards will 'result In significant en¬ 
ergy conservation, or Is a type of vehicle 
which the Secretary determines is substan¬ 
tially used for the same purposes as vehicles 
described In subparagraph (A) of this para¬ 
graph. 

The Title divides automobiles into two 
categories: passenger automobiles and 
nonpassenger automobiles. Section 501 
(2) defines a “passenger automobile” as 
“any automobile (other than an automo¬ 
bile capable of off-highway operation) 
which the Secretary determines by rule 
is manufactured primarily for use in the 
transportation of not more than 10 in¬ 
dividuals.” Nonpassenger automobiles 
comprise an undefined .•residual category 
of all other “automobiles”, including 
those capable of off-highway operation. 
Under a proposed rule being considered 
by the NHTSA, the nonpassenger auto¬ 
mobile category would include all multi¬ 
purpose passenger vehicles and trucks 
with a gross vehicle weight rating 
(GVWR) of not more than 6.000 pounds; 
e.g.. pickup trucks, cargo and passenger 
vans, jeeps, multistop vehicles, and 
campers. 

Each manufacturer is responsible for 
the fuel economy of the automobiles 
manufactured by that manufacturer 
alone. With respect to automobiles 
manufactured by two or more manufac¬ 
turers, the agency is considering Issuing 
a proposed rule that would place the re¬ 
sponsibility for their fuel economy on the 
manufacturer of the Incomplete automo¬ 
biles (frame and chassis structure, power 
train, steering system, suspension sys¬ 
tem. and braking system). Under the 
contemplated scheme, such a manufac¬ 
turer would either load his incomplete 
automobile to a specified test weight or 
complete the automobile with represent¬ 
ative body styles and test it for the pur¬ 
poses of determining compliance with 
the applicable average fuel economy 
standard and to generate data for the 
fuel economy labels required under sec¬ 
tion 506 of Title V. In the event that the 
final stage manufacturer completes the 
automobile so that the test weight would 
be exceeded, that manufacturer would 
then become the manufacturer of the 
automobile for the purposes of Title V. 
Comments on this scheme should await 
publication of the proposed rule relating 
specifically to incomplete vehicle manu¬ 
facturers. 

Section 502(b) of Title V requires the 
Administrator to issue AFES’s for non¬ 


passenger automobiles manufactured in 
model years (MY’s) which begin more 
than 30 months after the date of enact¬ 
ment (December 22. 1975) of Title V. It 
also provides that any AFES must be 
prescribed at least 18 months prior to the 
beginning of the model year to which it 
applies. MY 1979 Ls the first MY that 
begins after the 30-month period. As a 
minimum. Title V requires that an AFES 
be issued for that MY for nonpassenger 
automobiles of not more than 6,000 
pounds GVWR (“light non-passenger 
automobiles”). The Administrator is re¬ 
quired also to establish AFES’s for vehi¬ 
cles more than 6.000 pounds and less 
than 10.000 pounds, GVWR. if he makes 
the determinations set out in section 501 
(1) (B) that would result in such vehicles 
being deeemd “automobiles” within the 
meaning of Title V. 

The AFES’s are expressed in terms of 
combined highway-city mileage as deter¬ 
mined in accordance with procedures of 
the Environmental Protection Agency 
(EPA). Title V does not require that each 
automobile to which an AFES applies 
have a fuel economy that exceeds the 
level specified in the AFES. Instead, Title 
V requires that the production-weighted 
average fuel economy of all of a manu¬ 
facturer’s automobiles subject to the 
AFES equal or exceed the level of that 
AFES. The average fuel economy per¬ 
formance of each manufacturer is cal¬ 
culated in accordance with procedures 
established by EPA. For any model year, 
a manufacturer who fails to comply with 
an AFES will be liable for a civil penalty 
equal to $5 for each tenth of a mile per 
gallon by which the manufacturer’s 
average fuel economy falls below the ap¬ 
plicable AFES multiplied by the total 
number of automobiles manufactured by 
the manufacturer in the model year 
which are subject to the AFES. 

Scope and application. The standard 
proposed by this notice w r ould apply to 
light nonpassenger automobiles manu¬ 
factured in MY 1979. In calendar 1975. 
slightly more than 1.100.000 of these au¬ 
tomobiles were sold new. Of these vehi¬ 
cles. 77.1 percent were pickup trucks. 16.3 
percent were vans, 5.9 percent were gen¬ 
eral utility vehicles and the balance were 
station wagons on truck chassis, panel 
trucks and multistop vehicles. In 1975. 
light nonpassenger automobiles ac¬ 
counted for 4 percent of the total na¬ 
tional consumption of petroleum. These 
vehicles are a growing part of the auto¬ 
mobile fleet, and their share of petroleum 
consumption is expected to rise in the 
future. 

The agency is not proposing a stand¬ 
ard for vehicles of more than 6.000 
pounds GVWR and less than 10.000 
pounds GVWR that could be classified as 
nonpassenger automobiles (“heavy po¬ 
tential nonpassenger automobiles”) be¬ 
cause it lacks some of the data needed to 
make the determinations required by sec¬ 
tion 501(1). The heavy potential non¬ 
passenger automobile group corresponds 
closely to the vehicles which the Motor 
Vehicle Manufacturer’s Association terms 
class II trucks. To treat these vehicles as 


FEDERAL REGISTER, VOL. 41. NO. 229—FRIDAY, NOVEMBER 26, 1976 







52088 


PROPOSED RULES 


automobiles, the Administrator must de¬ 
termine that setting AFES’s for them is 
feasible and that either the AFES’s will 
yield significant energy savings or the 
vehicles are used for substantially the 
same purposes as au tomob ile of not more 
than 6.000 pounds GVWR. 

Before the agency can set standards 
for any group of automobiles, it must 
have data establishing a baseline level of 
average fuel economy for the group. 
These data are necessary to enable the 
agency to predict the level of average 
fuel economy that the group of automo¬ 
biles will achieve if their manufacturers 
take certain steps to increase fuel econ¬ 
omy. Base line data for passenger au¬ 
tomobiles were readily available from 
the EPA. which has been preparing fuel 
economy data for those vehicles for sev¬ 
eral years. While the EPA was also able 
to supply base line data for light non- 
passenger automobiles, it could not do so 
for heavy potential nonpassenger auto¬ 
mobiles and the NHTSA has not had time 
since enactment of Title V ta develop its 
own data base. 

Under the EPA proposal, Revised Light 
Duty Truck Regulations for 1979 and 
Later Model Year Vehicles (41 PR 6279. 
February 12, 1976). that agency will be 
able to begin providing base line data for 
most of these vehicles (up to 8,500 pounds 
GVWR) for MY 1979. Because NHTSA is 
considering establishing standards for 
MY 1980 for heavy potential nonpas¬ 
senger automobiles, it has initiated ef¬ 
forts to develop the necessary base line 
data independently. 

Classification. Section 502(b) permits 
the Administrator to establish classes of 
nonpassenger automobile and to set a 
separate standard for each class. The 
agency is not proposing to utilize this au¬ 
thority for MY 1979. Instead, it is pro¬ 
posing to establish a single AFES for all 
light nonpassenger automobiles manu¬ 
factured in MY 1979. 

The agency does not have sufficient 
data to assess the desirability or other 
implications of the various possible clas¬ 
sifications of nonpassenger automobiles. 
For example, the agency needs to explore 
the effects of establishing multiple classes 
upon shifts in consumer demand from 
some types of nonpassenger automobiles 
to another. In addition, the agency must 
examine the potential criteria by which 
to classify nonpassenger automobiles, 
such as vehicle weight, vehicle configura¬ 
tion. engine-driveline family, and vehicle 
usage. Moreover, the agency must con¬ 
sider the effect that a multi-class system 
may have on the average fuel economy of 
all nonpassenger automobiles, and on the 
ability of a manufacturer to balance a 
vehicle with low economy with a vehicle 
of high fuel economy. To aid it in making 
these assessments, the agency requests 
interested persons to comment upon the 
benefits and other effects of establishing 
multiple classes of nonpassenger automo¬ 
biles. 

Other statutory considerations. Sec¬ 
tion 502(b) requires the AFES for non¬ 
passenger automobiles to be set at the 
level which is the maximum feasible 
average fuel economy level which non¬ 


passenger automobile manufacturers 
can achieve. Section 502(e) provides 
that, in determining maximum feasible 
average fuel economy, the following fac¬ 
tors shall be considered: 

(1) Technological feasibility; 

(2) Economic practicability; 

(3) The effect of other Federal motor 
vehicle standards upon fuel economy; and 

(4) The need of the Nation to conserve 
energy. 

These four factors have formed the 
framework of the analysis conducted in 
developing the AFES for MY 1979 pro¬ 
posed herein. However, Title V does not 
require that findings of fact be made 
with respect to any of those four factors, 
and no such findings have been made or 
attempted. Title V requires only that a 
good faith consideration be given to 
these factors. The decisionmaking proc¬ 
ess in this rulemaking is not an evalua¬ 
tion of easily identified causes and 
effects; rather it is largely an evaluation 
of projections and the underlying as¬ 
sumptions and uncertainties, and weigh¬ 
ing of the possible benefits against the 
attendant risks. 

The information which supports the 
following discussions was obtained by the 
agency from a variety of sources, includ¬ 
ing studies and reports of various gov¬ 
ernment agencies or contractors, publi¬ 
cations such as Ward's Automotive Re¬ 
ports, and submissions to the agency 
made by manufacturers of nonpassenger 
automobiles. Much of the information 
submitted by the manufacturers is 
claimed by the manufacturer to be con¬ 
fidential business information. Memo¬ 
randa of meetings between the agency 
and manufacturers at which information 
relative to nonpasenger automobiles was 
submitted are in the docket. In addition, 
a bibliography of materials examined by 
the agency will be placed in the docket. 

Development or the AFES 

Industry plans for improvement . In 
establishing a data base to support non¬ 
passenger automobile fuel economy 
standards, the agency requested data 
from the automobile industry, with the 
primary focus on the domestic manu¬ 
facturers. The agency was primarily in¬ 
terested in projections of fuel economy 
of nonpassenger automobiles through 
1980. new technology related to fuel 
economy planned for introduction 
through 1980. the impact on fuel 
economy of EPA emission standards and 
test procedures, and design requirements 
for the performance of non passenger 
automobiles related to engine displace¬ 
ment. drive ratios, and vehicle weight 
and size. Responses were received from 
General Motors. Ford, and Chrysler. 
AMC chose not to respond. The future 
plans of AMC w*ere derived from EPA re¬ 
ports and the Department of Trans¬ 
portation's former Voluntary Fuel 
Economy Monitoring Program. 

In providing fuel economy perform¬ 
ance projections for 1979 and 1980. the 
industry incorporated their plans for 
technology improvement performance 
and reduction and for changes in the 
model mix. They pointed out that major 


improvements to nonpassenger automo¬ 
bile fuel economy were made between 
1974 and 1976 when the average fuel 
economy of all domestic and captive im¬ 
port light nonpassenger automobiles im¬ 
proved from 11.0 mpg to 16.1 mpg. They 
alleged that not much improvement 
could be expected for 1979 and 1980 be¬ 
cause further improvement could only 
be achieved through major technology 
advances which require greater lead time. 
From the data supplied, projections were 
made showing that the industry was. on 
the average, planning on improving do¬ 
mestic fuel economy but about 15.8 per¬ 
cent between 1976 and 1979 and 16.5 per¬ 
cent between 1976 and 1980, assuming no 
change in emission standards or test pro¬ 
cedures. 

The composition of the fleet is a criti¬ 
cal aspect of any analysis of the potential 
fleet average fuel economy. General 
Motors and Ford sell, in addition to their 
domestically manufactured nonpassenger 
automobiles, Japanese manufactured 
pickup trucks, the Chevy Luv and the 
Ford Courier, with fuel economy averag¬ 
ing approximately 50 percent higher 
than the domestic vehicles. This high 
average fuel economy is due to lower 
weight. Obviously, a fleet average fuel 
economy that included the Japanese im¬ 
ports would be higher than a fleet aver¬ 
age that did not include the Japanese 
imports. In discussions between the 
agency and General Motors and Ford, 
those manufacturers have represented 
that the Luv and the Courier are prop¬ 
erly included in their respective non¬ 
passenger automobile fleets. Therefore, 
the agency has tentatively concluded that 
the General Motors and Ford nonpas¬ 
senger automobile fleets should include 
the Japanese imports. However, the 
agency perceives several issues affecting 
the question of whether the Chevy Luv 
and the Ford Courier are properly in¬ 
cluded in the General Motors and Ford 
non passenger automobile fleets for MY 
1979. These issues, for which the agency 
requests that interested persons submit 
comments and information, include the 
meaning of the term “control", as that 
term is used in section 503(c) of Title 
V, and whether General Motors and Ford 
import the Chevy Luv and the Ford 
Courier, within the meaning of section 
501(9) of Title V. 

An additional word is necessary con¬ 
cerning the way in which the General 
Motors and Ford fleets were used in con¬ 
sidering the potential for fuel economy 
improvements. In order to consider in¬ 
dustry wide factors affecting fuel econ¬ 
omy, in accordance w’ith the legislative 
history of Title V as reflected in the Con¬ 
ference Report (S. Rep. No. 94-516. 94th 
Cong.. 1st Sess., December 8. 1975. pp. 
154-155), the agency wanted to consider 
the fuel economy improvement that 
could be expected in domestically pro¬ 
duced light nonpassenger automobiles. 
Such a consideration is necessary to en¬ 
able an accurate comparison of the fuel 
economy potential of AMC and Chrysler, 
which do not market an imported non¬ 
passenger automobile, with that of Gen¬ 
eral Motors and Ford. Therefore, the 
General Motors and Ford domestic non- 
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passenger automobile fleets were used as 
a basis for determing industry wide po¬ 
tential for fuel economy improvement. 
After that improvement was assessed, 
the General Motors and Ford fleet aver¬ 
ages were increased to reflect inclusion 
of the Chevy Luv and Ford Courier. 

In general. General Motors indicated 
significant domestic fleet (excluding the 
Luv) fuel economy improvements due to 
improved post-1976 technology and a de¬ 
crease in vehicle performance. Even 
though General Motors indicated that 
there may be a slight shift in sales mix 
to higher inertia weight classes, a signifi¬ 
cant domestic fleet fuel economy im¬ 
provement from 15.6 to 17.8 mpg or 14 
percent, between 1976 and 1978 is pro¬ 
jected. While significant fuel economy 
improvements are indicated from 1976 to 

1978, General Motors projected virtually 
no fleet fuel economy gains between 1978 
and 1980. 

Ford indicated an increase in domestic 
fleet fuel economy (excluding the 
Courier) from 15.9 mpg to 19.1 mpg, due 
to technology improvements and a de¬ 
crease in vehicle performance, or a 21 
percent improvement, between 1976 and 
1979 but no improvement between 1979 
and 1980. 

Chrysler indicated fuel economy im¬ 
provements from 16.8 mpg in 1976 to 18.6 
mpg in 1979 and 19.1 mpg in 1980, due 
both to post-1976 technology and to a 
sales mix shift to lower inertia weight 
vehicles beginning in 1977. 

As mentioned previously. AMC did 
not answer the request for data. It did, 
however, provide its 1977 fleet sales mix 
estimates, which indicated a shift to 
higher inertia weight class vehicles. 
Based on data obtained from the sources 
previously indicated, an overall improve¬ 
ment in fuel economy of 12 percent was 
projected for AMC. This would result in 
an increase from 16.3 mpg in 1976 to 18.3 
mpg in 1979 and 1980. 

NHTSA's estimate of potential im¬ 
provements in average fuel economy. 
Based on the manufacturers’ responses 
and other data, NHTSA has independ¬ 
ently assessed potential fuel economy 
improvements through reductions in per¬ 
formance and weight, and technological 
i nnova tion. Based on its analysis, 
NHTSA concludes that: 

(1) No fuel economy improvements 
over MY 1976 levels for MY 1979 light 
nonpassenger automobiles through aero¬ 
dynamic modification are passible. 

(2) Only modest fuel economy im¬ 
provements over MY 1976 through 
weight reduction are possible for MY 

1979. 

f 3) Substantial improvements in fuel 
economy over MY 1976 through tech¬ 
nological improvements and reductions 
in CID X N/V of light nonpassenger 
automobiles are possible for MY 1979. 

The effect of other considerations in 
determining an AFES. Fuel economy po¬ 
tential must be evaluated in light of non¬ 
engineering considerations, including the 
effect of other Federal motor vehicle 
standards, economic feasibility, and the 
need to conserve energy. Moreover, the 


legislative history of Title V indicates 
that industry-wide considerations should 
be taken into account. These factors and 
the shifts discussed below have led 
NHTSA to propose an AFES for nonpas¬ 
senger automobiles only for MY 1979 
and to set the standard at a level which 
is the production weighted average of 
the domestic manufacturers’ planned 
average fuel economy for MY 1979. The 
manufacturers are planning the follow¬ 
ing average fuel economy for MY 1979: 

Miles per 
gallon 


General Motors (including imports).. 18.3 

Ford (Including Imports)- 19.7 

Chrysler___ 18. 6 

AMC___ 18.3 


The production weighted average of 
these levels of average fuel economy is 
18.7 mpg. The proposed AFES for MY 
1979 is also 18.7 mpg (based on certain 
assumptions with respect to 1979 EPA 
emissions levels and testing procedures, 
as discussed more fully below). 

The agency recognizes that the pro¬ 
posed AFES requires no improvements 
from Ford, apart from their planned fuel 
economy improvements, and only minor 
improvements from the remaining 
domestic manufacturers. In addition, no 
improvements at all are required from 
foreign manufacturers. However, for the 
following reasons, the agency believes 
that it is desirable in MY 1979, to estab¬ 
lish an AFES that all manufacturers can 
meet without substantially modifying 
their product plans. 

Time and technology limit the extent 
to which a manufacturer can alter cur¬ 
rent plans for improving MY 1979 fuel 
economy. Therefore, the establishment 
of a standard which a manufacturer 
could not meet under any reasonable 
fleet mix would be of doubtful economic 
feasibility and might well increase the 
consumption of energy rather than con¬ 
serve it. 

In determining a standard, the agency 
must give consideration to the potential 
responses by automobile manufacturers 
and their customers. If a standard were 
based solely on the projections of Ford, 
or the foregin manufacturers, it would 
be set so high as to require substantial 
alteration of the present production 
plans of General Motors. Chrysler, and 
AMC. That alteration might result in 
three shifts that would tend to defeat 
the objective sought by the standard. 

First, there could be a shift of auto¬ 
mobiles out of the light nonpassenger 
automobile category. This would occur 
because a manufacturer has the ability 
to change the GVWR of the vehicles he 
manufactures. (A rating change of this 
nature can be accomplished easily by 
making relatively small modifications to 
the light nonpassenger automobiles, e.g., 
adding heavier springs, or in some cases, 
where the vehicles have excess capacity, 
by merely making a paper change to 
their rating.) Therefore, if a standard 
were set too high, it is to be expected 
that the manufacturer would change as 
many models as possible to a GVWR in 
excess of 6.000 pounds and thereby avoid 


the application of the AFES to those 
vehicles. 

By removing from the reach of the 
AFES its light nonpassenger automobiles 
that are slightly below 6.000 pounds 
GVWR and relatively less fuel economi¬ 
cal than its lighter light nonpassenger 
automobiles, the manufacturer could in¬ 
crease the average fuel economy of its 
light nonpassenger automobiles, while 
not increasing the fuel economy of the 
total vehicle fleet. 

The second shift that might occur 
would be one in which sales of similar 
models simply shifted from one manu¬ 
facturer to another without any resulting 
improvement in the average fuel econ¬ 
omy of the nonpassenger automobiles 
subject to the AFES. Thus, a manu¬ 
facturer whose average fuel economy was 
below or near the applicable AFES might 
be compelled to reduce production of 
some of its light non passenger automo¬ 
biles that were relatively less fuel eco¬ 
nomical to ensure compliance with the 
AFES. Another manufacturer, whose 
average fuel economy was comfortably 
above the AFES and whose fleet included 
light nonpassenger automobiles similar 
in function and fuel economy to the first 
manufacturer’s less fuel economical 
ones, might attempt to increase his share 
of that portion of the light nonpassenger 
automobile market by increasing pro¬ 
duction of his similar light nonpassenger 
automobiles. In that event, the effect of 
the standard would be not to conserve 
fuel but to alter the market without any 
effect on average fuel economy. 

Third, if a standard were set so high 
as to force a substantial reduction in per¬ 
formance or utility of nonpassenger 
automobiles with a GVWR of 6.000 
pounds or less, or a substantial increase 
in price due to technological modifica¬ 
tion, consumer demand would shift to 
vehicles in excess of 6.000 pounds GVWR 
whose performance was not impaired or 
whose price was not increased because, 
in MY 1979 at least, such vehicles would 
not be subject to an AFES. Heavy poten¬ 
tial nonpassenger automobiles are very 
similar to light nonpassenger automo¬ 
biles in configuration and utility and 
tend to be only slightly more expensive. 
Therefore, heavy potential nonpassenger 
automobiles, unburdened by reductions 
in performance or utility or increases in 
price due to mandatory fuel economy 
standards, could provide a very good sub¬ 
stitute product for light nonpassenger 
automobiles. Under those circumstances, 
a shift by buyers from light nonpas¬ 
senger automobiles to heavy potential 
nonpassenger automobiles might well 
occur. Such a shift would reduce or total¬ 
ly eliminate the increase in the average 
fuel economy of the combined light and 
potential heavy nonpassenger automobile 
fleet. If the shift were sufficiently large, 
there could be a net decline in the fleet 
average fuel economy. 

NHTSA’s concern that shifts in weight 
classes may occur as a result of manu¬ 
facturer and consumer action arises not 
only from theory but also from the ex¬ 
perience of the EPA in regulating the 
emissions of light duty trucks. When 
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emissions standards initially became ef¬ 
fective for these vehicles, a substantial 
number of them had a OVWR of slightly 
less than 6,000 pounds. Several years 
later, primarily through manufacturer 
choice, the GVWR of these vehicles in¬ 
creased to slightly over 6.000 pounds. As 
a result, the vehicles were not classified 
as light duty trucks, and became subject 
to the less stringent emissions standards 
applicable to heavy duty engines. In the 
EPA notice mentioned above, that agency 
is proposing to reverse the effect of that 
shift to heavier vehicles by expanding 
the light duty truck category to include 
trucks more than 6,000 pounds GVWR 
and less than 8,500 pounds GVWR. 

The EPA experience with light duty 
trucks buttresses this agency’s belief that 
setting AFES's for light nonpassenger 
automobiles above the level proposed 
herein may either fail to produce com¬ 
mensurate improvements in the average 
fuel economy of those automobiles or 
even cause the combined average fuel 
economy of the light nonpassenger auto¬ 
mobiles and heavy potential nonpassen¬ 
ger automobiles to decline. In order to 
obtain more insight on the market shift 
issues, the agency requests information 
and views from interested persons. 

NHTSA recognizes the need to set 
standards that take account of the full 
potential for improving average fuel 
economy. It is for this reason that an 
APES is being proposed at this time only 
for MY 1979. All manufacturers are 
planning to come close to, or exceed the 
standard for MY 1079 in the course of 
their voluntary product plans and, were 
a standard to be set for MY 1980 on the 
basis of information available at this 
time, that standard too would have to be 
a very conservative one. By limiting the 
present rulemaking action to MY 1979, 
the agency is obtaining the time neces¬ 
sary to examine more fully both the MY 
1980 potential and the capabilities of the 
manufacturers to realize the fuel econ¬ 
omy potential. 

By limiting the present rulemaking ac¬ 
tion to MY 1979, NHTSA is also gaining 
the time necessary to examine the feasi¬ 
bility and energy consequences of estab¬ 
lishing standards for heavy potential 
nonpassenger automobiles. If this action 
were found to be feasible and energy con¬ 
serving. it would minimize the possibility 
of the re-rating of vehicles by manufac¬ 
turers to avoid the standards, as well as 
shifts by customers from lighter to heav¬ 
ier and less fuel economical vehicles <the 
first and third shifts discussed above). 

Finally, limiting the proposed action to 
MY 1979 will give NHTSA the time neces¬ 
sary to consider the feasibility of setting 
different fuel economy standards for dif¬ 
ferent classes of nonpassenger automo¬ 
biles. The action, if taken, would lessen 
the likelihood of an AFES simply shift¬ 
ing the market for a particular class from 
one manufacturer to another (the second 
shift discussed above). 

In summary, NHTSA seeks to avoid is¬ 
suing a standard that may have market 
consequences or other effects which the 
agency has not had an opportunity to 
evaluate, and which may result in an 


increase in total fuel consumption. In 
order to minimize the market conse¬ 
quences of the proposed standard, it is 
set at a level that will enable manufac¬ 
turers'to comply without substantially 
modifying their product plans, that is. 
near the level of fuel economy projected 
by General Motors, Chrysler and AMC. 
Ford’s projected fuel economy is sub¬ 
stantially higher. Although the proposed 
AFES is slightly above the level of aver¬ 
age fuel economy planned by General 
Motors, Chrysler, and AMC. the agency’s 
analysis of fuel economy potential for 
MY 1979 indicates that those manufac¬ 
turers can achieve this higher level of 
average fuel economy for MY 1979 with¬ 
out making substantial changes in their 
planned fleet mix or taking other actions 
that might result in the counter-produc¬ 
tive shifts discussed above. Chrysler 
plans an average fuel economy level of 
approximately 18.6. These plans are so 
close to the proposed standard that very 
little improvement would be necessary 
for Chrysler. The changes, if any. which 
Chrysler would have to make to their 
MY 1979 plans to meet the proposed 
standard, are extremely minor. General 
Motors and AMC are planning average 
fuel economy levels of 18.3. As discussed 
more fully below, the agency believes 
that these manufacturers can reach a 
level of 18.7 with only a small modifica¬ 
tion of their product plans. 

NHTSA's engineering analysis. The 
agency performed an analysis of the 
fuel economy potential of light nonpas¬ 
senger automobiles for MY 1979 as part 
of the necessary consideration of techno¬ 
logical feasibility, economic practicabil¬ 
ity. and the effect on fuel economy of 
other Federal motor vehicle standards. 
The engineering analysis focused on 
General Motors, Ford, Chrysler, and 
AMC. the domestic manufacturers of 
light nonpassenger automobiles. The en¬ 
gineering analysis did not extend to for¬ 
eign manufacturers of light nonpassen¬ 
ger automobiles because it seemed evi¬ 
dent that no foreign manufacturer would 
be near the level at which the AFES is 
being proposed for MY 1979. Foreign 
light nonpassenger automobiles, which 
comprise approximately 20 percent of 
the total light nonpassenger automobile 
market, have a fleet average fuel econ¬ 
omy that is approximately 40 percent 
higher than that of the domestic ve¬ 
hicles. This difference in average fuel 
economy is due to the much lower fleet 
average weight of the foreign light non- 
passenger automobiles. Because the 
AFES proposed for MY 1979 is related to 
domestic manufacturers* plans and ca¬ 
pabilities, this summary of the engineer¬ 
ing analysis will be presented in terms of 
the domestic firms' capabilities. More¬ 
over. since General Motors and AMC 
project average fuel economy below the 
proposed standard, the analysis suggests 
steps that those manufacturers can take 
above their product plans to meet the 
proposed standard. 

As indicated earlier, the fleet average 
fuel economy of General Motors and 


Ford will be dependent in part on the 
fuel economy of their imported vehicles. 
It seems evident that the relatively small 
effect that potential fuel economy im¬ 
provement of these imported vehicles 
would have on the manufacturers’ pro¬ 
jected average fuel economy was not suf¬ 
ficiently great to increase those projec¬ 
tions by .1 mpg. However, the agency re¬ 
quests interested persons to submit in¬ 
formation and views on the potential for 
fuel economy improvement in imported 
nonoassenger automobiles. 

The base period. The agency chose 
MY 1976 as the base period from which 
to evaluate the potential for fuel econ¬ 
omy improvement. The baseline for all 
project ions is the EPA 1976 Light Dutv 
Truck Data Base. MY 1976 is the latest 
model year for w’hich accurate data for 
fuel economy exist. Further, it reflects 
the most recent consumer buying habits 
as indicated by production mix. 

The overall light nonpassenger auto¬ 
mobile fleet average for MY 1976 was 
calculated by taking the market-share 
weighted average of General Motors, 
Ford. Chrysler, and AMC. This calcula¬ 
tion showed an overall domestic average 
fuel economy level of 16.0 mpg excluding 
the Chevy Luv and Ford Courier, and 
16.4 mpg including those vehicles. Gen¬ 
eral Motors achieved an average fuel 
economy level of 15.9 mpg including the 
Chevy Luv and AMC achieved 16.3 mpg. 
This average was based on 1976 EPA 
emissions standards and test proce¬ 
dures. The total fleet average also as¬ 
sumed a fleet fully-equipped with cata¬ 
lysts except for approximately half the 
AMC fleet. Finally, California vehicles, 
which were subject to more stringent 
emissions levels, were excluded from the 
base, although the AFES proposed in 
this notice does include a consideration 
of California vehicles. The agency be¬ 
lieves that California light nonpassenger 
automobiles in MY 1979 will not affect 
the 50 state fleet average fuel economy 
by so much as 0.1 mpg. 

Ways to improve fuel economy. Title 
V does not enable the agency to re¬ 
quire that a particular method or meth¬ 
ods of improving fuel economy be em¬ 
ployed. However, in establishing an 
AFES, the agency must consider steps 
that manufacturers could take to im¬ 
prove economy, in light of the statutory 
list of factors to be considered. 

The agency has considered the basic 
ways of improving the average fuel 
economy of automobiles, i.e., modifica¬ 
tions in aerodynamics; reductions in 
fleet average vehicle weight through ve¬ 
hicle weight reduction and production 
mix shifts; reductions in vehicle accel¬ 
eration. grade climbing, and passing 
ability by reducing engine displacement 
rftultiplied by total drive ratio; and im¬ 
provements in the technology of engines 
and transmissions. A discussion of the 
potential for fuel economy improvements 
through these methods follows. 

The agency wishes to emphasize that 
the proposed standard is a performance 
standard and, therefore, that the man¬ 
ufacturers would not be required to take 
any particular step discussed below, it 
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is anticipated, however, that each man¬ 
ufacturer would take one or more of 
the steps and place its own unique em¬ 
phasis on each of those steps. Thus, the 
fuel economy improvements derived from 
those steps by a particular manufacturer 
would vary from the percentage fuel 
economy improvements as calculated by 
the agency. 

(1) Aerodynamic modifications. Aero¬ 
dynamic changes in light nonpassenger 
automobiles to improve fuel economy 
could be accomplished only through sub¬ 
stantial vehicle redesign. In addition, the 
extent to which aerodynamic modifica¬ 
tions are feasible for light nonpassen¬ 
ger automobiles is unclear since the pri¬ 
mary design function of many of them 
is cargo transportation. Indeed, manu¬ 
facturers have indicated that aerody¬ 
namic changes are not likely to be an 
effective method for improving the fuel 
economy of such vehicles, although the 
revised EPA testing procedures, discussed 
below, where road-load is a function of 
vehicle frontal area, may make aerody¬ 
namics a more fruitful area for im¬ 
provement than the manufacturers 
believe. In any case, the lead time re¬ 
quirement for a major vehicle redesign 
sufficient to make aerodynamic modifi¬ 
cations, even if such modifications can be 
effective fuel conserving techniques, is at 
least 36 to 44 months, based upon cur¬ 
rent industry redesign cycles. Since ap¬ 
proximately only half that time remains 
before MY 1979, the agency believes 
there is insufficient lead time for any of 
the nonpassenger automobile manufac¬ 
turers to effect the necessary vehicle re¬ 
design to achieve fuel economy gains for 
MY 1979 through aerodynamic modifi¬ 
cations. However, the agency would be 
extremely interested in comments from 
knowledgeable persons with respect to 
fuel economy improvements in light non¬ 
passenger automobiles through aerody¬ 
namic modifications for MY’s after MY 
1979. 

(2) Reduction of average vehicle 
weight. Although the light nonpassenger 
automobile manufacturer indicated to 
the agency that there was little potential 
for weight reduction for light nonpass¬ 
enger automobiles, the agency believes 
that reduction in vehicle weight, and in 
the average vehicle weight of a manu¬ 
facturer’s fleet, can be achieved in a vari¬ 
ety of ways. Substantial weight can be 
taken off light nonpassenger automo¬ 
biles through total vehicle redesign. 
However, that approach, like the aero¬ 
dynamic improvements discussed above, 
would also require at least 36 to 44 
months lead time and is not feasible by 
MY 1979. 

However, weight reduction on a fleet 
average basis can be accomplished by 
a variety of methods for which there 
is sufficient lead time for MY 1979. A 
manufacturer could change his cur¬ 
rent production mix to produce and 
sell more lighter light nonpassenger au¬ 
tomobiles in MY 1979. Redesigning en¬ 
gine blocks and transmissions making 
lighter engines standard equipment, or 
discontinuing a heavy engine option are 
means of reducing the fleet average ve¬ 


hicle weight. Material substitution in 
certain parts of the vehicle, such as the 
hood, gas tank, or doors, is another 
means of reducing weight for MY 1979 
light nonpassenger automobiles. Finally, 
certain features which add weight to the 
vehicle, such as air conditioning, power 
brakes, or power steering could be of¬ 
fered as optional rather than standard 
equipment, offered as options on fewer 
vehicles, or discontinued entirely. 

Although the manufacturers indicated 
no weight reduction plans for light non- 
passenger automobiles, the agency be¬ 
lieves that some weight reduction can 
occur. Weight reduction programs for 
passenger automobiles are in effect, and 
should enable passenger automobile 
manufacturers to reduce vehicle weight 
by MY 1979. The substantial technologi¬ 
cal overlap between passenger automo¬ 
biles and light passenger automo¬ 
biles should make this transfer of weight 
reduction methodology possible. The 
transfer should be further facilitated by 
the fact that the four major domestic 
manufacturers of light nonpassenger 
automobiles are also the major manu¬ 
facturers of passenger automobiles. Some 
examples of weight reduction tech¬ 
niques developed, or under development, 
for passenger automobiles that may be 
transferable to light nonpassenger au¬ 
tomobiles include the use of redesigned 
engine blocks or air conditioners, and 
the use of plastic fender innerliners. 
Moreover, production mix shifts toward 
lighter vehicles which are being planned 
by manufacturers for MY 1979 will 
result in some reduction of fleet average 
weight over 1976 levels. 

In light of all these possibilities for 
weight reduction, the agency believes 
that an average reduction of 50 pounds 
per vehicle can be achieved without a dis¬ 
ruption of General Motor’s product 
plans. An average weight reduction of 
50 pounds per vehicle will result in a 
shift of 10 percent of the nonpassenger 
automobile fleet to the next lower inertia 
weight class, assuming a uniform distri¬ 
bution of vehicles within weight classes, 
and will result in a fleet average fuel 
economy improvement of approximately 
1.7 percent. 

The improvement in fuel economy was 
calculated using the formula: 


Fuel economy 


= A 


(weight 


/ cTPxAyy y 1 

\ Weight / 


This formula was derived by determin¬ 
ing the sensitivity of fuel economy to 
weight and reductions in CTDXN/V , 
through a regression analysis of post 
and current vehicle fuel economy per¬ 
formances. and is the formula explained 
and used in the Report by the Federal 
Task Force on Motor Vehicle Goals Be¬ 
yond 1980, Volume 2, pp. 5-1 and 5-2. 

(3) Reductions in CIDXN/V. The ex¬ 
pression, CIDxN/V. means the cubic 
inch displacement (CUD) of a vehicle’s 
engine, multiplied by the total drive 
ratio, which is the ratio of the engine 
revolutions per minute to the velocity 
of the vehicle in miles per hour (N/V ). 


A reduction in CIDxN/V. which can 
be achieved by using a smaller engine 
or changing the total drive ratio, will re¬ 
sult in an increase in the fuel economy 
of a vehicle, but a decrease In vehicle 
acceleration, grade climbing, and pass¬ 
ing ability. Reductions in the light non¬ 
passenger automobile fleet average level 
of Cl DxN/V can be accomplished by 
MY 1979. The fleet average CID level can 
be easily reduced by changing the mix 
of engines in favor of smaller engines 
that are presently available. Moreover, 
N/V can be reduced by making tech¬ 
nologically simple gear ratio changes. 

There is a limitation on the CIDxN/V 
reductions that can be achieved. Reduc¬ 
tions in performance which, are not “re¬ 
captured” through technology may re¬ 
duce the utility of the vehicle to the con¬ 
sumer and may result in consumers 
shifting to higher performance, heavy 
potential nonpassenger automobiles. A 
fleet average reduction in CTDxN/V can 
be accomplished for MY 1979 with exist¬ 
ing technology without a reduction in 
fleet average performance over MY 1976 
levels. If an engine is replaced with an 
engine of lower CID but equal horse¬ 
power, or if certain modifications in the 
transmission are made such as using a 
wide ratio transmission, there will be an 
improvement in fuel economy and the 
loss of performance to the fleet will be 
reduced or eliminated. 

After considering General Motors’ 
product plans, the agency believes that 
General Motors in MY 1979 can reduce 
its fleet average CIDxN/V by about 12.2 
percent over MY 1976 level without 
changing its planned MY 1979 light non- 
passenger automobile fleet in a way that 
would cause or aggravate the shifts dis¬ 
cussed earlier. Applying the fuel econ¬ 
omy sensitivity formula discussed in 
connection with weight reduction to 
CTDxN/V reduction, the agency deter¬ 
mined that a reduction of approximately 
12.2 percent in CIDXN/V will result in a 
4.9 percent fuel economy improvement 
over MY 1976 levels. This level of CIDx 
N/V reduction was derived from an anal¬ 
ysis of the effects of CIDxN/V reduc¬ 
tion on vehicle performance, and a com¬ 
parison of General Motors’ performance 
level after the reduction, with the 
planned performance levels of Ford and 
Chrysler for MY 1979. This comparison 
indicates that General Motors’ perform¬ 
ance levels would remain at a level com¬ 
parable to Ford’s and Chrysler’s levels 
for MY 1979. Therefore, the reduction 
in CIDx N/V should not result in per¬ 
formance so slow as to affect consumer 
demand. 

With respect to AMC, a small, 5.8 per¬ 
cent reduction in Cl DxN/V is all that 
would be necessary, to enable AMC to 
reach an average fuel economy level of 
18.7 mpg. This reduction of CIDx N/V 
would result in a small decrease in AMC’s 
power to weight ratio. 

(4) Technological modifications . 

There are a variety of technological 
modifications that can be made to light 
nonpassenger automobile engines and 
transmissions to improve fuel economy 
in MY 1979. These modifications can be 
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divided into two categories. Major modi¬ 
fications include such measures as com¬ 
pletely new engines (diesel, Stirling, or 
gas turbine) or completely new trans¬ 
mission designs such as a continuously 
variable transmission. Minor modifica¬ 
tions include (1) engine improvements 
such as combustion chamber redesign, 
compression ratio increase, fuel metering 
improvements, improved spark control, 
and improvements in emissions control 
devices, and (2) transmission improve¬ 
ments such as more efficient 3-speed 
automatic transmission, development of 
automatic transmissions with lockup 
torque converters, 4-speed manual trans¬ 
missions, and overdrive or wide ratio 
transmissions. 

There is insufficient lead time for im¬ 
plementation of major technological 
modifications by MY 1979. The diesel en¬ 
gine, while available to light nonpassen¬ 
ger automobile manufacturers, has not 
been tested in the market place to an 
extent sufficient to warrant the assump¬ 
tion of widespread diesel use by MY 1979. 
Although the agency believes that some 
diesels may be offered in nonpassenger 
automobiles by MY 1979, we are. at this 
time, unwilling to base an AFES upon an 
assumption of diesel usage. However, in 
light of the potential for fuel economy 
improvements that diesel engines offer, 
the agency requests interested persons to 
submit information and views regard¬ 
ing the potential for use of diesel engines 
in nonpassenger automobiles in MY 1979 
and thereafter. 

The agency has had neither the data 
nor the time to determine with specific¬ 
ity which of the variety of technological 
measures to improve fuel economy can 
be implemented by MY 1979. Minor 
modifications in technology to improve 
fuel economy can be made, however, by 
all manufacturers. In evaluating General 
Motor’s fuel economy potential for MY 
1979, the agency has assumed a 10.6 per¬ 
cent improvement in fuel economy for 
their domestic vehicles due to technology 
over the MY 1976 fuel economy level. 
This level of fuel economy improvement 
from technology seems reasonable in 
light of General Motors plans for MY 
1979. After considering the available 
data, the agency believes that AMC is 
planning an improvement in fuel econo¬ 
my through technology of approximately 
12-13 percent. 

In summary. Implementing the rela¬ 
tively minor amount of weight reduction, 
and reduction in CID x N/V above the 
reductions and technological improve¬ 
ments planned by AMC and General 
Motors, will allow those manufacturers 
to improve their planned MY 1979 fuel 
economies of 18.3 mpg. to 18.7 mpg. 

EPA emissions levels and testing pro¬ 
cedures. The EPA has proposed modifica¬ 
tions to the MY 1976 emissions levels and 
testing procedures, which would be ap¬ 
plicable to light nonpassenger automo¬ 
biles manufactured in MY 1979. See 
EPA’s notice. Revised Light Duty Truck 
Regulations for 1979 and Later Model 
Year Vehicles. Since EPA has not issued 
a final rule on the MY 1979 emissions 
levels and test procedures, NHTSA has 


had to make assumptions about those 
levels and procedures. These assumptions 
were based on what EPA proposed to do 
in their notice and representations made 
by EPA staff about how the EPA pro¬ 
posals may be modified. The EPA emis¬ 
sions standards for light nonpassenger 
automobiles were assumed to be 1.7/18/ 
2.3 grams/mile for HC. CO, and NO„, 
respectively. The determination of loaded 
vehicle weight was assumed to include 
300 pounds for the vehicle load. Road 
load horsepower values are a function of 
vehicle frontal area. For all vehicles 
which EPA considers light duty trucks, 
the road load power (horsepower) at 50 
mph shall be .58 times A rounded to the 
nearest whole number. For vans, the 
road load power (horsepower) at 50 mph 
shall be .50 times A, rounded to the near¬ 
est whole number. “A” is the basic ve¬ 
hicle frontal area (ft*) plus the addi¬ 
tional frontal area (ft*) of mirrors and 
optional equipment exceeding 0.1 square 
feet and which are sold on more than 33 
percent of the car line. 

The NHTSA recognizes that there is 
substantial disagreement whether the 
emissions standards for light nonpassen¬ 
ger automobiles for MY 1979 will result 
in a fuel economy penalty. EPA, after a 
consideration of available technology, be¬ 
lieves that the assumed emissions stand¬ 
ards can be met without a fuel economy 
penalty. The manufacturers, in their 
comments to the EPA proposal men¬ 
tioned above and in information submit¬ 
ted to this agency, have disagreed with 
the EPA analysis. For purposes of this 
proposal, the NHTSA will assume that 
no such fuel economy penalty exists, and 
requests that all interested persons sub¬ 
mit information, data, and views relating 
to the existence of a fuel economy pen¬ 
alty and the magnitude of any such 
penalty that may exist. If, from the com¬ 
ments received, the agency determines 
that the MY 1979 emissions standards 
will result in a fuel economy penalty, 
the agency will reduce the proposed 
AFES as appropriate. 

For purposes of this notice, the agency 
is also assuming that no measured fuel 
economy penalty due to the adoption of 
the frontal area method of determining 
road load horsepower will result over MY 
1976. The agency recognizes that the de¬ 
rived road load horsepower values will 
be higher than the current regulation 
requires. These higher values are likely 
to result in some fuel economy penalty 
due solely to the means of measurement. 
However, the magnitude of any such 
penalty that may exist is presently un¬ 
known. The agency anticipates that in¬ 
terested persons, especially manufactur¬ 
ers of light nonpassenger automobiles, 
will submit comments to assist the 
agency in determining the magnitude of 
any decrease of measured fuel economy 
from MY 1976 levels due to changes in 
the measurement procedures. If the 
agency determines that such a measured 
fuel economy penalty exists, and the 
magnitude of such a penalty, the pro¬ 
posed AFES will be reduced accordingly. 

The agency has tentatively concluded 
that no other changes in Federal motor 


vehicle standards between MY 1976 and 
MY 1979 will affect the fuel economy of 
light nonpassenger automobiles. 

Economic practicability r , As previously 
stated, the AFES proposed for MY 1979 
was designed to enable the manufactur¬ 
ers of light nonpassenger automobiles to 
comply without significantly changing 
their production plans for MY 1979. The 
agency believes that this fact is strong 
support for the economic practicability 
of the standard for all affected manufac¬ 
turers, because it may be assumed that 
the manufacturers’ own production plans 
are economically practicable. 

The cost implications associated with 
the weight reductions and CID X N/V 
reductions discussed above are relatively 
minor and therefore are considered to 
be within the financial means of the 
manufacturers. Weight reduction of 50 
pounds per vehicle can be accomplished 
by the domestic manufacturers by mate¬ 
rial substitution alone at a manufactur¬ 
ing cost of not more than approximately 
$10-$ 15 per vehicle and a tooling cost of 
less than $500,000 per manufacturer. Ma¬ 
terial substitution is an extreme example 
of worst case planning since many other, 
less burdensome weight reduction tech¬ 
niques are available. At least a portion 
of the weight reduction can be accom¬ 
plished by relatively small changes in 
production mix, or by replacing the 
heavier eight cylinder engines with 
lighter eight cylinder engines, or six cyl¬ 
inder engines. For full manufacturers, ca¬ 
pacity to produce enough of the lighter, 
lower displacement engines to accommo¬ 
date the necessary conversion already 
exists, or is being added independently of 
the fuel economy program. Therefore, 
the conversion could be accomplished 
without additional tooling costs. Pre¬ 
sumably. manufacturing costs for the 
smaller engines would be lower than 
those costs for the larger engines due to 
savings in materials. 

Reductions in CID X N/V can be ef¬ 
fected either by reducing the displace¬ 
ment of engines (which can be accom¬ 
plished on a fleet average basis by selling 
more vehicles with smaller engines) or 
changing the total drive ratio. To the 
extent that engine displacement is re¬ 
duced, the discussion in the immediately 
preceding paragraph about the cost of 
reducing weight through reducing engine 
displacement is applicable. If manufac¬ 
turers elect to change the total drive 
ratios, those changes can be effected 
easily by changing gears in the differen¬ 
tial at a negligible cost per vehicle. 

The costs to the manufacturers of the 
technological improvements are approxi¬ 
mately $12.00 per vehicle and are con¬ 
sidered reasonable since the assumed 
level of technological improvements re¬ 
flect the manufacturers' plans for such 
improvements for MY 1979 independent 
of any AFES. Moreover, many of the 
technological improvements that are 
likely to be implemented by manufac¬ 
turers will be taken from the technology 
developed to meet the passenger auto¬ 
mobile fuel economy standards set b> 
Congress under the Act. Thus, the costs 
of these improvements should be spread 
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over a base much larger than the light 
nonpassenger automobile fleet. 

The economic practicability of the fuel 
economy improvement with respect to 
the consumer was also considered. The 
proposed AFES should not lead to sig¬ 
nificant increases in new vehicle pur¬ 
chase prices. As discussed earlier, chang¬ 
ing the light nonpassenger automobile 
fleet to improve fuel economy through 
weight reduction, CJDXN/V reduction, 
or technological improvements should 
not lead to major cost increases to the 
manufacturer which would then be 
passed on as price increases to the con¬ 
sumer. Indeed, some of these changes 
should reduce manufacturing and oper¬ 
ating costs. 

The effect of the proposed AFES on 
light nonpassenger automobile operating 
and maintenance costs was also consid¬ 
ered. The level of weight reduction as¬ 
sumed should not lead to significant 
increases in maintenance or operating 
costs, although body repairs to vehicles 
where there has been material substitu¬ 
tion may be slightly more expensive. 
With respect to reduction of engine dis¬ 
placement, the smaller 8 cylinder en¬ 
gines and the 6 cylinder engines that 
could be used to replace the heavier 8 
cylinder engines are already in wide use 
and should not present operational or 
maintenance problems that may occur in 
the first years of the introduction of new 
technology. The average reduction in 
fuel costs over the lifetime of a vehicle 
subject to the AFES would be substan¬ 
tial and is described in detail in the 
summary of costs and benefits. 

The agency also considered whether 
the proposed AFES would allow the pro¬ 
duction of a fleet of light nonpassenger 
automobiles that would satisfy consumer 
demand. Thus, the purposes for which 
the vehicles were designed, such as cargo 
transportation, or recreation, were con¬ 
sidered in evaluating weight reduction 
potential, and the need to maintain a 
level of vehicle performance which 
would be acceptable to the consumer 
was considered in evaluating reductions 
in CTDXN/V. Moreover, the agency con¬ 
sidered the plans of light nonpassenger 
automobile manufacturers for MY 1979, 
to determine how the manufacturers 
evluated consumer demand for light 
nonpassenger automobiles in MY 1979 
and evaluated the economic feasibility 
of the proposed standard in light of the 
manufacturers’ conception of how con¬ 
sumer demand in MY 1979 could be sat¬ 
isfied. Since the proposed AFES assumed 
levels of CIDxlV/V reduction and tech¬ 
nological improvement for MY 1979 that 
are comparable to the plans of the man¬ 
ufacturers and since the assumed level 
of weight reduction should have little, if 
any. effect on the attractiveness of the 
vehicles to consumers, the agency be¬ 
lieves that the proposed AFES will allow 
the manufacture of a fleet of light non¬ 
passenger automobiles responsive to con¬ 
sumer demand. 

Need of the nation to conserve energy. 
Because national dependence on foreign 
petroleum has continued to increase 
since the enactment of the Energy Policy 


and Conservation Act, the agency con¬ 
siders the national need to conserve 
energy to be strong. Accordingly, the 
proposed AFES for MY 1979 is intended 
to reap the highest possible fuel savings, 
considering the uncertainties surround¬ 
ing the various shifts that might be 
caused by a more stringent standard, and 
the net increase in fuel consumption that 
could result from those shifts. 

Summary of benefits and costs. The 
attribution of benefits and c osts t o the 
proposed AFES or any other AFES poses 
certain difficulties. In the case of the pro¬ 
posed AFES. it can be argued that, since 
the AFES is based largely upon voluntary 
plans of the manufacturers, almost 
identical levels of benefits and costs 
would accrue regardless of whether the 
AFES becomes effective and that there¬ 
fore the AFES would have no benefits or 
costs other than those associated with 
Improvements made by General Motors 
and AMC above their currently planned 
level of average fuel economy for MY 
1979. At the same time, it may not be 
appropriate to consider any manufac¬ 
turer’s plans to be entirely voluntary. 
One factor in at least the later stages of 
the preparation of the manufacturers’ 
MY 1979 plans can be reasonably as¬ 
sumed to have been the knowledge that 
AFES’s would be set for MY 1979 and 
thereafter. At least some of the efforts 
of some of the manufacturers to improve 
average fuel economy for MY 1979 are 
arguably attributable to efforts either to 
meet the MY 1979 AFES, to maintain a 
margin of superior average fuel economy 
over manufacturers with lower average 
fuel economy, or to meet anticipated 
AFES’s after MY 1979. 

The agency believes that the most rea¬ 
sonable approach of considering benefits 
and costs of the proposal is to consider 
the range of benefits and costs associated 
with the two extremes discussed above. 
Thus, if one assumes that the AFES 
Nvould result in no benefit or costs other 
than the fuel savings and costs associ¬ 
ated wdth AMC and General Motors, the 
following savings would represent the 
benefits of the standard. Assuming that 
light nonpassenger automobiles are 
driven 110,000 miles in their lifetime, at 
an average of 11.000 miles per year, the 
annual savings in fuel would be 12.86 gal¬ 
lons of gasoline, per vehicle, and the life¬ 
time savings in fuel would be 128.6 gal¬ 
lons. At a pump price of gasoline of $0.65 
per gallon, the per vehicle savings in cost 
u'ould be $8.36 annually, or $83.60 for the 
life of the vehicle. For the MY 1979 fleet 
the savings in fuel would be 7.89 million 
gallons annually, and 78.9 million gal¬ 
lons for the life of the fleet. The annual 
savings in fuel costs for the fleet would 
be $5.13 million. The lifetime savings 
would be $51.3 million. 

If one assumes that all the planned 
fuel economy improvements of the 
manufacturers were caused by the fuel 
economy program, the benefits ^of the 
proposed AFES would be as follows. 

Since only the domestic manufactur¬ 
ers had an average fuel economy for MY 
1976 of less than 18.7 mpg under MY 
1976 EPA testing procedures, the con¬ 


sideration of fuel savings will focus on 
the performance of light nonpassenger 
automobiles manufactured by those 
manufacturers and will assume that no 
manufacturer exceeds the AFES. Rais¬ 
ing the average fuel economy level of all 
domestic light nonpassenger automobiles 
manufactured in MY 1979 to 18.7 mpg 
would result in an annual savings of 95 
million gallons of gasoline over what 
would have been consumed were the 
average fuel economy at the MY 1976 
level. In MY 1976, the average fuel eco- 
omy of all light nonpassenger automo¬ 
biles manufactured by domestic manu¬ 
facturers, including captive imports, was 
16.1 mpg. This is 2.6 mpg less than the 
18.7 mpg average for MY 1979. If it is 
assumed that the average lifetime of a 
light nonpassenger automobile is 10 
years, or 110,000 miles, a comparison of 
the amount of gasoline which it takes to 
drive 110.000 miles at 18.7 mpg and 16.1 
mpg shows that each vehicle will save, 
over MY 1976 levels, a lifetime total of 
950 gallons, or an average of 95 gallons 
per year. Based on the pump price of 
gasoline of $.65 proposed by EPA for use 
on new automobile fuel economy labels 
(May 21, 1976, 41 FR 21002), the savings 
in lifetime fuel costs per light nonpas¬ 
senger automobile would be $617 and in 
annual fuel costs $61. Since the domestic 
MY 1979 light nonpassenger automobile 
fleet is expected to number 1,100.000 
vehicles, the annual fleet fuel savings 
vrould be 104.5 million gallons and the 
annual savings in fuel costs would be 
$617 million. 

The agency notes that these estimates 
of savings are quite conservative. FOr 
example, the agency expects the future 
pump price of gasoline to exceed the $.65 
a gallon assumed in the analysis. Even 
if a future pump price could be accurately 
predicted and used to calculate the bene¬ 
fits more precisely, the result would still 
be conservative. The establishment in the 
Energy Policy and Conservation Act of 
standards specifying levels of average 
fuel economy higher than are likely to 
be achieved in the current controlled 
market or even in foreseeable future 
markets suggests that the pump price 
does not and will continue not to reflect 
the social value assigned to gasoline by 
Congress. In addition, the analysis does 
not illustrate the cumulative fuel savings 
that will result from AFES’s for model 
years after MY 1979. 

The agency estimates, based on data 
submitted by light nonpassenger vehicle 
manufacturers, an expenditure of not 
more than an average of $12 per vehicle 
need be made by a manufacturer to 
achieve the proposed AFES for MY 1979. 
With the usual 100 percent mark-up. the 
retail price increase per new vehicle 
would be $24. This figure does not in¬ 
clude the cost of converting the light 
nonpassenger automobile fleet to cata¬ 
lysts and employing EGR systems to 
comply with EPA emissions require¬ 
ments. The agency believes that manu¬ 
facturers would have employed such 
emission control technology regardless of 
the fuel economy program. It should also 
be noted that the $12 per vehicle figure 
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refers to technological improvements 
only and not the cost of reductions in 
weight or CJDxN/V. Reductions in 
Cl DxN/V should be virtually cost free, 
since the capacity to produce smaller en¬ 
gines is available, and changing the N/V 
involves a change in gear at a negligible 
cost per vehicle. Weight reduction for 
light nonpassenger automobiles should 
also be virtually cost free through rede¬ 
signing vehicle components, since weight 
reduction techniques from the passenger 
automobile programs should spill over to 
light nonpassenger automobiles. How¬ 
ever, the cost of weight reduction 
achieved solely by material substitution 
could be as much as an additional $12 
per vehicle to manufacturers and $24 to 
a consumer. 

In consideration of the foregoing, it is 
proposed that a new Part 533. Average 
Fuel Economy Standards for Non passen¬ 
ger Automobiles, be added to Title 49 of 
the Code of Federal Regulations, to read 
as set forth below. 

Interested persons are invited to sub¬ 
mit comments on all aspects of the pro¬ 
posal. Comments should refer to the 
docket number and be submitted to: 
Docket Section, National Highway Traffic 
Safety Administration, Room 5108, 400 
Seventh Street, SW., Washington, D.C. 
20590. It is requested but not required 
that 10 copies be submitted. 

All comments received before the close 
of business on the comment closing date 
indicated below will be considered, and 
will be available for examination in the 
docket at the above address both before 
and after that date. To the extent pos¬ 
sible. comments filed after the closing 
date will also be considered. However, the 
rulemaking action may proceed at any 
time after that date, and comments re¬ 
ceived after the closing date and too late 
for consideration in regard to the action 
will be treated as suggestions for future 
rulemaking. The NHTSA will continue to 
file relevant material as it becomes avail¬ 
able in the docket after the closing date, 
and it is recommended that interested 
persons continue to examine the docket 
for new material. 

In accordance with Executive Order 
11821 a review of this action was under¬ 
taken to determine whether it met the 
criteria for a “major action” requiring 
preparation of an Inflationary Impact 
Statement. The review indicated that the 


costs and economic impacts of this action 
are less than a “major” action and that 
therefore no IIS is needed. 

This part is proposed under the au¬ 
thority of section 502(b) of the Motor 
Vehicle Information and Cost Savings 
Act, as amended (15 UJS.C. 2002(b)). 

Comment closing date: January 7, 
1977. 

Proposed effective date: Date of pub¬ 
lication of final rule in the Federal 
Register. 

(Sec. 9. Pub. L. 89-670. 80 Stat. 931 (49 U.S.C. 
1657); Sec. 502, Pub. L. 94-163. 89 Stat. 871 
(15 U.S.C. 2002); delegation of authority at 
41 FR 25015, June 22. 1976.) 

Issued on: November 19.1976. 

John W. Snow, 

Administrator , National High¬ 
way Traffic Safety Adminis¬ 
tration. 


PART 533—AVERAGE FUEL ECONOMY 
STANDARDS FOR NONPASSENGER 
AUTOMOBILES 

Sec. 

533.1 Scope. 

553.2 Purpose. 

533.3 Applicability. 

533.4 Definitions. 

533.5 Requirements. 

533.6 Measurement and calculation proce¬ 

dures. 

Authority: Sec. 9. Pub. L. 89-670, 80 Stat. 
931 (49 U.S.C. 1657); Sec. 502. Pub. L. 94-163. 
89 Stat. 871 (15 U.S.C. 2002); delegation of 
authority at 41 FR 25015, June 22. 1976. 

§ 533.1 Scope. 

This part establishes an average fuel 
economy standard pursuant to section 
502(b) of the Motor Vehicle Information 
and Cost Savings Act, as amended, for 
nonpassenger automobiles. 

§ 533.2 Purpose. 

The purpose of this part is to increase 
the fuel economy of nonpassenger auto¬ 
mobiles by establishing a minimum level 
of average fuel economy for those vehi¬ 
cles. 

§ 533.3 Applicability. 

This part applies to manufacturers of 
non passenger automobiles. 

§ 533.4 Definitions. 

(a) Statutory terms. (1) The terms 
“average fuel economy,” “average fuel 


economy standard.” “manufacture 
“manufacturer.” and “model year” are 
used as defined in section 501 of the Act 

(2) The term “automobile,” is used as 
defined in section 501 of the Act and in 
accordance with the determinations in 49 
CFR 523. 

(b) Other terms. As used in this part, 
unless otherwise required by the context 

“Act” means the Motor Vehicle Infor¬ 
mation Cost Savings Act, as amended by 
Pub. L. 94-163; 

“Administrator” means the Adminis¬ 
trator of the National Highway Traffic 
Safety Administration; 

“Nonpassenger automobile” is used in 
accordance with the determinations in 
49 CFR Part 523. 

§ 533.5 Requirement*. 

(a) Each manufacturer of nonpassen- 
ger automobiles shall comply with the re¬ 
quirement in paragraph (b) of this sec¬ 
tion. 

<b) The average fuel economy of all 
nonpassenger automobiles manufactured 
by a manufacturer, described in para¬ 
graph (a) of this section, in model year 
1979 shall be not less than 18.7 mpg. as 
determined under § 533.6. 

§ 533.6 Measurement and calculation 
procedures. 

(a) Any reference to nonpassenger au¬ 
tomobiles manufactured by a manufac¬ 
turer shall be deemed: 

(1) To include all nonpassenger auto¬ 
mobiles manufactured by persons who 
control, are controlled by, or are under 
common control with, such manufac¬ 
turer ; and 

(2) To exclude all nonpassenger auto¬ 
mobiles manufactured (within the mean¬ 
ing of paragraph (a) d) of this section* 
during a model year by such manufac¬ 
turer which are exported prior to the 
expiration of 30 days following the end of 
such model year. 

(b> The average fuel economy of all 
nonpassenger automobiles that are 
manufactured by a manufacturer and 
are subject to 5 533.5(b) shall be deter¬ 
mined in accordance with procedures es¬ 
tablished by the Administrator of the 
Environmental Protection Agency under 
section 503(a) (2) of the Act. 

|FR Doc.76-34762 Filed 11-19-76:4:43 pm] 
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ADMINISTRATIVE CONFERENCE 
OF THE UNITED STATES 

PUBLIC MEETING 

Notice is hereby given, pursuant to the 
Federal Advisory Committee Act, Pub. L. 
92-463, that the membership of the Ad¬ 
ministrative Conference of the United 
States, which makes recommendations to 
administrative agencies, to the President, 
Congress, and the Judicial Conference of 
the United States regarding the efficien¬ 
cy. adequacy, and fairness of the admin¬ 
istrative procedures used by administra¬ 
tive agencies in carrying out their pro¬ 
grams. will meet in Plenary Session on 
Thursday, December 9. 1976 at 1:45 pan. 
and on Friday. December 10, 1976 at 9:45 
a.m. in Hearing Room B of the Inter¬ 
state Commerce Commission, 12th Street 
and Constitution Avenue, NW., Washing¬ 
ton, D.C. 

The Conference will consider the fol¬ 
lowing matters: 

1. A proposed recommendation regarding 
judicial review under the Clean Air Act and 
Federal Water Pollution Control Act. 

2. A proposed recommendation regarding 
interpretive rules of general applicability and 
statements of general policy. 

3. A proposed statement concerning proce¬ 
dures to deal with emergency shortages of 
natural gas. 

Plenary Sessions of the Conference are 
open to the public. Further information 
on the meeting, including copies of pro¬ 
posed recommendations and supporting 
reports, may be obtained from the Office 
of the Chairman, 2120 L Street NW.. 
Suite 500, Washington, D.C. 20037, tele¬ 
phone (202) 254-7020. 

Date: November 17, 1976. 

Richard K. Berg. 

Executive Secretary. 

|FR Doc.76-34917 Filed 11-24-76:8:45 am) 


COMPLIANCE AND ENFORCEMENT 
PROCEEDINGS COMMITTEE 

Meeting 

Pursuant to the Federal Advisory Com¬ 
mittee Act (Pub. L. 92-463). notice is 
hereby given of a meeting of the Com¬ 
mittee on Compliance and Enforcement 
Proceedings of the Administrative Con¬ 
ference of the United States, to be held 
at 10:00 a m., December 9. 1976 in the 
library of the Conference. 2120 L Street. 
N.W. Suite 500, Washington, D C. 

The Committee will meet to consider 
pending studies on agency settlement 
procedures and disclosure as a regulatory 
technique. 


Attendance is open to the interested 
public, but limited to the space available. 
Persons wishing to attend should notify 
this office at least one day in advance. 
The Committee Chairman may, if he 
deems it appropriate, permit members of 
the public to present oral statements at 
the meeting; any member of the public 
may file a written statement with the 
Committee before, during, or after the 
meeting. 

• For further information concerning 
this Committee meeting contact Stephen 
Klitzman. Staff Attorney. 202-254-7065. 
Minutes of the meeting will be available 
on request. 

Richard K. Berg, 
Executive Secretary. 

November 19, 1976. 

|FR Doc.78-34918 Filed 11-24-76:8:45 am| 


ADMINISTRATIVE DISCRETION SUBCOM¬ 
MITTEE OF THE INFORMAL ACTION 

COMMITTEE 

Meeting 

Pursuant to the Federal AdvLsory Com¬ 
mittee Act (Pub. L. 92-463). notice is 
hereby given of a meeting of the Com¬ 
mittee on Informal Action of the Ad¬ 
ministrative Conference of the United 
States, to be held at 10:00 a.m., Decem¬ 
ber 9. 1976 in Room 400 of the Gelman 
Building, 2120 L Street, N.W., Wash¬ 
ington, DC 20037. 

The Committee will meet to consider 
two matters: 

(1) Professor Thomas Maroney'a pre¬ 
liminary work on his study of Department 
of Justice and FTC discretion In investigat¬ 
ing and prosecuting civil antitrust cases. 

(2) Inquiries directed to agency general 
counsels regarding Informal adjudication. 

Attendance is open to the interested 
public, but limited to the space avail¬ 
able. Persons wishing to attend should 
notify the Administrative Conference of 
the United States. 2120 L Street. N.W.. 
Suite 500. Washington, DC 20037, at 
least two days In advance. The Commit¬ 
tee Chairman may, if he deems it appro¬ 
priate, permit members of the public to 
present oral statements at the meeting; 
any member of the public may file a 
written statement with the Committee 
before, during, or after the meeting. 

For further information concerning 
this Committee meeting contact Jeffrey 
Lubbers (202-254-7065). Minutes of 
the meeting will be available on request. 

Richard K. Berg, 
Executive Secretary 

November 19.1976. 

|FR Doc 76-34919 Piled 11-24-76:8:46 am| 


DEPARTMENT OF AGRICULTURE 

Forest Service 

EAST DEER CREEK LAND USE PLAN 
Availability of Final Environmental 

Statement; Extension of Review Period 

The Notice of Availability for the East 
Deer Creek Planning Unit, Colville Na¬ 
tional Forest. Washington, USDA-FS- 
R6-FES-* Adm.)-75-20, that appeared in 
the Federal Register Volume 41. Number 
196, Thursday. October 7, 1976 (41FR 
44203), is corrected to extend the review 
period to December 30. 1976. 

Robert B. Terrill, 
Forest Supervisor. 

November 17, 1976. 

|FR Doc.76-34920 Filed 11-24-76:8:45 ami 


SWIFT TRAIL FOREST HIGHWAY 34 

Availability of Final Environmental 
Statement 

Pursuant to section 102i2>(C> of the 
National Environmental Policy Act of 
1969, the Forest Service, Department of 
Agriculture, has prepared a draft en¬ 
vironmental statement for the Swift Trail 
Forest Highway 34 in Arizona, USDA- 
FS-FES(Adm) R3-75-04. 

The environmental statement consid¬ 
ers probable environmental effects of the 
proposed project. 

The final environmental statement was 
transmitted to CEQ bn November 22. 
1976. 

Copies are available for Inspection dur¬ 
ing regular working hours at the follow¬ 
ing locations: 

USD A. Forest Service. So. Agriculture Bldg. 

Rm. 3230, 14th and Independence Ave., 

SW.. Washington. D.C. 20250. 

USDA. Forest Service. Southwestern Re¬ 
gion, 517 Gold Avenue. SW.. Albuquerque. 

N. Mex. 87102. 

Coronado National Forest. 301 West Congress, 

Tucson, Ariz. 87501. 

Single copies are available upon re¬ 
quest to Forest Supervisor. Coronado Na¬ 
tional Forest, 301 W. Congress. Tucson. 
Arizona, zip code 85701. Please refer to 
the name and number of the environ¬ 
mental statement when ordering. 

Copies of the environmental statement 
have been sent to various Federal. State, 
and local agencies as outlined in the CEQ 
guidelines. 

Gary E Cargill, 
Acting Regional Forester . R-3. 

November 22, 1976 

|FR Doc.76-34921 Filed 11-24-76:8:45 am| 
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CIVIL SERVICE COMMISSION 

ADVISORY COMMITTEE ON 
ADMINISTRATIVE LAW JUDGES 

Meeting 

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act, Pub. L. 
92-463. notice is hereby given that the 
Advisory Committee on Administrative 
Law Judges will meet at 9:30 am. on 
Monday. December 13,1976. This meeting 
will be held in Room 7B09 of the U.S. 
Civil Service Commission Building. 1900 
E Street. NW.. Washington. D.C. 

The Advisory Committee’s agenda will 
consist of a discussion of the increasing 
number of programs established by Con¬ 
gress which require hearings and wheth¬ 
er such hearings should be conducted by 
administrative law Judges or some other 
type of hearing officers, and if the latter, 
what type of independence, if any. should 
these hearing officers have; should there 
be different levels or tiers of administra¬ 
tive law judges; standards of productivity 
for administrative law judges, and the 
consequences of the failure to meet such 
standards; and such other matters as 
members of the Advisory Committee may 
wish to discuss, including issues to be 
considered at future meetings. 

This meeting will be open to the public. 

Inquiries regarding this notice may be 
addressed to Arthur L. Burnett, Assistant 
General Counsel, Legal Advisory Divi¬ 
sion, Office of General Counsel, Civil 
Service Commission, 1900 E Street, NW., 
Washington. D.C. 20415. telephone: Area 
Code 202-632-5421 or 632-5422. 

United States Civil Serv¬ 
ice Commission. 

James C. Spry, 

Executive Assistant 
to the Commissioners. 

|PR Doc.76-34881 Filed 11-24-76:8:45 ami 


DEPARTMENT OF COMMERCE 
Bureau of the Census 

CENSUS ADVISORY COMMITTEE ON 

HOUSING FOR THE 1980 CENSUS 

Notice of Public Meeting 

Pursuant to Section 10(a) (2) of the 
Federal Advisory Committee Act <5 
U.S.C., Appendix I, Supp. V, 1975). no¬ 
tice is hereby given that the Census Ad¬ 
visory Committee on Housing for the 
1980 Census will convene on December 
15, 1976 at 9:30 a.m. The Committee will 
meet in Room 2424, Federal Building 3 
at the Bureau of the Census in Suitland. 
Maryland. 

The Census Advisory Committee on 
Housing for the 1980 Census was estab¬ 
lished in March 1976 to provide techni¬ 
cal advice and guidance in planning the 
forthcoming deceninal Census of Hous¬ 
ing to ensure that the major statistical 
requirements of decision makers are pro¬ 
vided by the 1980 Census of Housing 
program. 

The Committee is composed of 18 
members including a representative from 
each of nine organizations and nine 


NOTICES 

members appointed by the Secretary of 
Commerce. 

The agenda for the meeting is: (1) 
Population content for the 1980 Census— 
(a> 100 percent and sample items, (b) 
classification of institutions and plans 
for data presentation, <c) identification 
of the disabled or handicapped and 
plans for data presentation; (2) changes 
in the housing unit definition; and (3) 
shelter costs for homeowners. 

The meeting will be open to the public 
and a brief period will be set aside for 
public comment and questions. Extensive 
questions or statements must be sub¬ 
mitted in writing to the Committee Con¬ 
trol Officer at least 3 days prior to the 
meeting. 

Persons planning to attend and wish¬ 
ing additional information concerning 
this meeting or who wish to submit writ¬ 
ten statements may contact Mr. Arthur 
F. Young, Chief. Housing Division. Bu¬ 
reau of the Census, Federal Building 3, 
Suitland. Maryland. (Mail address: 
Washington, D.C. 20233). Telephone 
(301) 763-2863. 

Dated: November 23,1976. 

Robert L. Hagan, 

Acting Director . 

Bureau of the Census. 

(FR Doc.76-34958 Filed 11-24-76:8:45 am] 


Domestic and International Business 
Administration 

BROOKHAVEN NATIONAL LABORATORY, 
ET AL. 

Applications for Duty-Free Entry of 
Scientific Articles 

The following are notices of the receipt 
of applications for duty-free entry of 
scientific articles pursuant to section 6(c) 
of the Educational, Scientific, and Cul¬ 
tural Materials Importation Act of 1966 
(Pub. L. 89-651; 80 Stat. 897). Interested 
persons may present their views with re¬ 
spect to the question of whether an in¬ 
strument or apparatus of equivalent sci¬ 
entific value for the purposes for which 
the article is intended to be used is being 
manufactured in the United States. Such 
comments must be filed in triplicate with 
the Director. Special Import Programs 
Division, Office of Import Programs, 
Washington, D.C. 20230. on or before 
December 16, 1976. 

Amended regulations issued under 
cited Act (15 CFR Part 301) prescribe 
the requirements applicable to comments. 

A copy of each application is on file, 
and may be examined during ordinary 
Commerce Department business hours at 
the Special Import Programs Division, 
Department of Commerce, Washington, 
D C. 20230. 

Docket Number: 77-00026. Applicant: 
Brookhaven National Laboratory. Asso¬ 
ciated Universities, Inc., Upton. New 
York 11973. Article: Cryogenic Helium 
Turboexpander/Compressor Unit. Model 
TD-1/2 Cell. Manufacturer: L'Air Li- 
quide, France. Intended use of article: 
The article is intended to be installed in 
a cryogenic testing facility for research 


on superconducting magnets in which it 
will produce temperatures below 4.2 de¬ 
grees Kelvin. Application received by 
Commissioner of Customs: November 5, 
1976. 

Docket Number: 77-00027. Applicant: 
University of Wisconsin, The McArdle 
Laboratory, Madison, Wisconsin 53706. 
Article: Electron Microscope, Model H- 
500 and Accessories. Manufacturer 
Hitachi Perkin-Elmer. Japan. Intended 
use of article: The article is intended to 
be used in experimental oncology (cancer 
research) in the following studies of bio¬ 
logical ultrastructure: 

(1) Studies involving a structural 
analysis and map location of SV40 virus - 
specific RNAs using the M R loop” method 
and that of chemically coupling ferritin 
to the ends of RNA molecules as well as 
direct visualization of RNA molecules 
with the extremely high resolution ca¬ 
pable with this microscope. 

(2) Continued molecular mapping of 
many deletions and other arrangements 
in the genome, using the heteroduplex 
mapping technique by electron micros¬ 
copy. Methods for the localization of 
various RNA transcripts on the map 
using electron microscopy of DNA-RNA 
heteroduplexes will also be undertaken 
as well as the visualization of various 
controlling proteins bound to DNA ol 
the virus. 

(3) Investigations of the ultrastruc¬ 
ture of junctional complexes formed be¬ 
tween two hepatocytes in cell culture. 
Studies of the overall morphology of the 
cultured cells at extremely low magnifi¬ 
cation extending up to magnifications 
in excess of 100.000 times will also be 
carried out. 

(4) Studies undertaken to visualize 
with this electron microscope the ribo- 
somal precursor RNAs (45s. 41s, 32s. etc.) 
taken from cells treated with base anal¬ 
ogues including 5-azacytidine, 5-fluoro- 
uracil. 8-azaguanine and 6-thioguanine 
Application received by CommLssioner of 
Customs: November 5. 1976. 

Docket Number: 77-00028. Applicant: 
Columbia University, Havemeyer Hall. 
New York, N.Y. 10027. Article: CO. TEA 
801A Laser and Accessories. Manufac¬ 
turer: Lumonics Research Ltd., Canada 
Intended use of article: The article is 
intended to be used for the studies of 
infrared-radiation-induced chemical re¬ 
actions, including isotope separation. 
Chemicals that will be employed are 
non-toxic, volatile liquids. Reaction 
driven by absorption of IR photons 
from an intense infrared source. Ap¬ 
plication received by Commissioner of 
Customs: November 5, 1976. 

Docket Number: 77-00029. Applicant 
Department of Commerce, National Bu¬ 
reau of Standards. Washington, D.C. 
20234. Article: Model A7 Automatic In¬ 
ductive Bridge for Resistance Measure¬ 
ments, with Model A7-L Interface Op¬ 
tion. Manufacturer: Automatic Systems 
Laboratories Ltd.. United Kingdom. In¬ 
tended use of article: The article is in¬ 
tended to be used to automatically meas¬ 
ure on an accurate basis the resistance o i 
a number of platinum resistance ther- 
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momenters for monitoring the tempera¬ 
ture of different experiments. Applica¬ 
tion received by Commissioner of Cus¬ 
toms: November 8, 1976. 

Docket Number: 77-00030. Applicant: 
Battelle Memorial Institute, 505 King 
Avenue, Columbus, Ohio 43201. Article: 
Mass Spectrometer, Model MS702R 
(used). Manufacturer: AEI Scientific 
Apparatus Ltd., United Kingdom. In¬ 
tended use of article: The article is in¬ 
tended to be used to study metals, pollu¬ 
tion standard, and organics for trace 
impurities, isotopic composition and 
structure. Application received by Com¬ 
missioner of Customs November 8. 1976. 

Docket Number: 77-00031. Applicant: 
California Department of Food and Ag¬ 
riculture, Laboratory Services. Division 
of Plant Industry, 1220 N Street, Sacra¬ 
mento, CA 95814. Article: Electron Mi¬ 
croscope, Model EM 9S—2 and Accesso¬ 
ries. Manufacturer: Carl Zeiss. West Ger¬ 
many. Intended use of article: The ar¬ 
ticle is intended to be used for studies of 
plant virus, including purified prepara¬ 
tion and infected tissue: mycoplasma in¬ 
fected tissue; phytopathogenic bacteria; 
and a variety of other plant pathogens 
and pests including fungi, nematodes, 
and insects. In addition, tissue from 
plants treated with a variety of pesti¬ 
cides, or grown under adverse cultural 
conditions will be studied. The objective 
of the research to be conducted is the 
rapid and accurate diagnoses of plant 
diseases to help protect agriculture in 
the state of California. Application re¬ 
ceived by Commissioner of Customs: 
November 8, 1976. 

Docket Number: 77-00033. Applicant: 
Cornell University Medical College, De¬ 
partment of Physiology, 1300 York Ave¬ 
nue, New York, N.Y. 10021. Article: Two 
Micromanipulators, Type MPG, BN 6880 
(Right hand model and left hand 
model). Manufacturer: August Fischer 
KG, West Germany. Intended use of ar¬ 
ticle: The article is intended to be used 
to obtain samples of tubular fluid which 
are to be analyzed in order to investigate 
kidney function. The experiments are 
designed to understand the regulation of 
sodium, calcium and water balance at 
the level of the individual nephron. Ap¬ 
plication received by Commissioner of 
Customs: November 8, 1976. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.105, Importation of Duty-Free 
Educational and Scientific Materials) 

Richard M. Seppa, 
Director , Special 
Import Programs Division. 
|FR Doc.76-34826 Filed 11-24-76:8:45 am| 


YALE UNIVERSITY 

Decision On Application for Duty-Free 
Entry of Scientific Article 

The following is a decision on an ap¬ 
plication for duty-free entry of a scien¬ 
tific article pursuant to section 6(c) of 
tlie Educational, Scientific, and Cultural 
Materials Importation Act of 1966 (Pub. 
L. 89-651, 80 Stat. 897) and the regula¬ 
tions issued thereunder as amended (15 
CFR Part 301). 


A copy of the record pertaining to this 
decision is available for public review 
during ordinary business hours of the 
Department of Commerce, at the Office 
of Import Programs, Department of Com¬ 
merce, Washington, D.C. 20230. 

Docket Number: 76-00470. Applicant: 
Yale University, Purchasing Department, 
260 Whitney Avenue, New Haven, Con¬ 
necticut 06520. Article: Electron Micro¬ 
scope, Model EM 10A and accessories. 
Manufacturer: Carl Zeiss, West Ger¬ 
many. Intended use of article: The arti¬ 
cle is intended to be used for studies of 
DNA from both small and large viruses, 
cellular and viral RNA molecules, sub- 
cellular organelles, such as ribosomes and 
isolated chromosomes. Studies will be 
conducted to determine the structure of 
DNA at its most elementary level and the 
role of the structure in its function. 

Comments: No comments have been 
received with respect to this application. 

Decision: Application approved. No in¬ 
strument or apparatus of equivalent sci¬ 
entific value to the foreign article, for 
such purposes as this article is intended 
to be used, was being manufactured in 
the United States at the time the foreign 
article was ordered (June 30, 1976). 

Reasons: The foreign article provides 
distortion free micrographs over a mag¬ 
nification range from 100 to 200.000X 
without a pole-piece change and a guar¬ 
anteed resolution of 3.5 Angstroms 
point-to-point (A pt.>. The most closely 
comparable domestic instrument avail¬ 
able at the time the foreign article was 
ordered was the Model EMU-4C electron 
microscope currently supplied by the 
Adam David Company (Adam David). 
The Model EMU-4C with its standard 
pole-piece, has a specified range from 
1.400 to 240,000 magnifications. For sur¬ 
vey and scanning, the lower end of this 
range could be reduced to 200 magnifica¬ 
tions or less. But the continued reduc¬ 
tion of magnification induced an increas¬ 
ingly greater distortion. The domestic 
manufacturer suggests in its literature 
on the Model EMU-4C that for highest 
quality, low magnification electron mic¬ 
rographs, an optional low magnification 
pole-piece providing 500-70,000 x should 
be used. It is noted that changing the 
pole-piece on the Model EMU-C4 requires 
a break in the vacuum of the column that 
induces the danger of contamination 
which would very likely lead to the failure 
of the experiment. 

The EMU-4C provided a guaranteed 
resolution of 5A pt. The Department of 
Health, Education, and Welfare (HEW) 
advises in its memorandum dated Octo¬ 
ber 20, 1976 that distortion free micro¬ 
graphs at low magnifications (10QX) 
and high magnification at 200,000 x 
without a pole-piece change and the ad¬ 
ditional resolution of the article are per¬ 
tinent to the applicant’s intended pur¬ 
poses. HEW also advises that the low 
magnification range without pole-piece 
change and the guaranteed resolution of 
the domestic Model EMU-4C was not 
scientifically equivalent to that of the 
foreign article for the applicant’s in¬ 
tended use at the time the article was or¬ 
dered. We. therefore, find that the Model 
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EMU-4C was not of equivalent scientific 
value to the foreign article, for such pur¬ 
pose as this article is intended to be used 
at the time the article w T as ordered. 

The Department of Commerce knows 
of no other instrument or apparatus of 
equivalent scientific value to the foreign 
article, for such purposes as this article 
is intended to be used, which was being 
manufactured in the United States at the 
time the article was ordered. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.105, Importation of Duty-Free 
Educational and Scientific Materials) 

Richard M. Seppa. 

Director . Special 
Import Programs Division. 

|FR Doc.76-34828 Filed 11-24-76:8:45 am] 


Maritime Administration 

(Docket No. S—523| 

AMERICAN PRESIDENT LINES, LTD. 

Application 

Notice is hereby given that American 
President Lines, Ltd., has filed an appli¬ 
cation pursuant to section 805<a) of the 
Merchant Marine Act, 1936, as amended 
(the Act), requesting written permission 
for domestic rights for vessels operating 
in a proposed eastboiuid Round-the- 
World service in a proposed operating- 
differential subsidy contract (which has 
been the subject of proceedings pursuant 
to section 605(c) of the Act under Docket 
S-493 and S-493 Sub-2) to carry cargo 
between California ports and Atlantic 
coast ports. The eastbound Round-the- 
World service contemplates a maximum 
of 36 sailings annually in lieu of a maxi¬ 
mum of 28 sailings on American Presi¬ 
dent Lines* Atlantic/Straits, Trade 
Route 17 service. 

Any person, firm or corporation hav¬ 
ing interest (within the meaning of sec¬ 
tion 805(a)) in such application and de¬ 
siring to be heard on issues pertinent to 
section 805(a) or desiring to submit 
comments or views concerning the ap¬ 
plication must, by close of business on 
December 10. 1976, file same with the 
Secretary. Maritime Administration, in 
writing, in triplicate, together with peti¬ 
tion for leave to intervene which shall 
state clearly and concisely the grounds 
of interest, and the alleged facts relied 
on for relief. 

If no petitions for leave to intervene 
are received within the specified time or 
if it is determined that petitions filed do 
not demonstrate sufficent interest to 
warrant a hearing, the Maritime Ad¬ 
ministration will take such action as 
may be deemed appropriate. 

In the event petitions regarding the 
relevant section 805(a) issues are re¬ 
ceived from parties with standing to be 
heard, a healing will be held, the pur¬ 
pose of which will be to receive evidence 
under section 805(a) relative to whether 
the proposed operation (a) could result 
in unfair competition to any person, 
firm or corporation operating exclusively 
in the coastwise or intercoastal services, 
or (b) would be prejudicial to the ob¬ 
jects and policy of the Act relative to 
domestic trade operations. 
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(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.504 Operating-Differential Sub¬ 
sidies (ODS).) 

By Order of the Assistant Secretary 
for Maritime Affairs. 

Dated: November 22, 1976. 

James S. Dawson, Jr., 

• Secretary. 

IFR Doc.76-34903 Filed 11 24-76:8:45 am] 


ACADEMY TANKERS, INC. ET AL. 

Applications for Renewal of Operating 
Differential Subsidy Cjntracts 

I Docket No. S-524J 

Notice is hereby given that the follow¬ 
ing companies have filed applications 


with the Maritime Subsidy Board (the 
Board) pursuant to Title VI of the Mer¬ 
chant Marine' Act of 1936. as amended 
(the Act), to renew their operating- 
differential subsidy (ODS) contracts, 
which will expire December 31. 1976, to 
provide that they will expire December 
31, 1977, unless extended, to operate the 
vessels listed, in the carriage of export 
bulk raw and processed agricultural com¬ 
modities in the foreign commerce of the 
United States (U.S.) from ports in the 
U.S. to ports in the Union of Soviet 
Socialist Republics (U.S.S.R.). Dry and 
liquid bulk cargoes may be carried from 
the U.S.S.R. and other foreign ports in¬ 
bound to U.S. ports during voyages sub¬ 
sidized for carriage of export bulk raw 
and processed agricultural commodities 
to the U.S.S.R. 


Dale of 

C’um|>atvy Contract No. renewal Vessel* 

application 


Acadiney Tankers, Inc., Americana Bldg.. H|l M A/MSB-219 
Dallas Ave., Houston. Tex. 77002. 

American Trading Transportation Co.. Inc., MA/MSB-221 
555 5th Ave.. New York, N.V. 10017. 

Atlantic Richfield Oo„ 515 South Flower SI .. M A/MSB 270 
D>s Angeles. Calif. 90071. 


Blaekshit*. Inc., IMl, 1166. Piltabiftrg, Pa. MA/MSB-246 
1520ft 


Chas. Kuir. A Co.. Inc.. 313 Chestnut Si.. MA/MSB-188 
Philadelphia. Pa. 19106. 

Connecticut Transport, Inc., c/o Ogden M A/MSB-191 
Marine, Inc., 280 Park Ave., New York, 

N.Y. 1(X>17. 


Cove Tankers! Corp., 88 Pine Si., New York. MA/MSB-357 
N.Y. 10005. 

Eagle Terminal Tankers, Inc., 250 Park Ave., MA/MHB-210 

Empire Transport, Inc., c/o Ogden Marine, MA/M8B-235 
Inc., 280 Park Ave., New York, N.V. 10017. 

Ulol»e Seaways. Inc.. 1114 Avenue of tile MA/MSB-200 
Americas, New York. N.Y. 10030. 

Ingram Ocean Systems, Inc., 4100 1 Shell MA/MSB-367 
Square, New Orleans, La. 70139. 

Intercontinental Hulkt ank Corp., 1114 Avenue MA/MSB-216 
of the Americas, New York, N.Y. 10036. 

International Ocean Transport Corp., 3 Park* MA/MSB- 211 
way, Philadelphia, Pa. 19102. 

James River I'nuiflXMt, Inc., c/o Ogdon MA/MHB-236 
Marine. Iik., 280 Park Ave., New work, 

N.Y. 10017. 


Keystone Shipping Co., 313 Chestnut St., MA/MSB-180 
Philadelphia. Pa. 13106. 

Key'Stoue Taukship Corp., c'o Keystone MA/MSB 11*0 
Shipping Co., 313 Chestnut St., Philadel¬ 
phia. Pa. lillOd. 

Manhattan Tankers Co.. Inc.. 1 Chase Man- MA/MSBr204 
hat tan Pl&xa. New York, N.Y. 10005. 

Mobil Oil Corp.. 150 Rost 4‘2d St.. New York. MA/MSB-383 
N.Y. 10017. 

Mohuwk filliping Co., Inc., c/o Ogden Marine MA/MSB-238 
Inc.., 280 Pork Ave.. New York.N. Y. 10017. 

Newiwrt Tankers, 7 West Mill St., New York. MA/MSB 248 


N.Y. 10010, 

Ocean Clippers, Inc.. 1IM Avenue of the M A/M SB-228 
Americas, New Y<*rk, N.Y. 10030. 

Oeeau Tankshliis Corp.. 1114 Avenue of the MA/MSB-217 
Americas, New York. N.Y. 10038. MA/MHB-187 

Ocean TraruqxirtftUon Co., Inc., 511 r»tli Arc.. MA/M8B-208 
New York, N.Y. 1U017. 

Ogden Merrimoc Transport, Inc., c/o Ogden MA/MSB-230 
Marine, fuc., 2Wl Park Ave., New York, 


n. i. iww. 

Ogden Bea Transport. Ino., c'o Ogden Marine, M A/MSB-241 
Inc., 2.80 Park Ave., New York. N.Y. 10017. 

Oversifas Bulktauk Corp., 52 Wall 8t. ( New MA/MSB-218 


Nov. 10,1976 Thomas Q, Thontus Si, 

.do. Washington 'I'rader. 

Nor. 12,1976 Sinclair Texas. Arc# I'rudho.- Iiay, 
Arco Anchorage, Area inter- 
prise, Arro Hcrdage, Atlantic 
Trader . Arco Hrrstigr, Arco 
TCndracor, Arco Sag River, Arco 
Juneau, Arco Fair (tank*. 

Nov. 11,1976 Gultktng, GtUfqueen, Gulfprince, 
(lulfknight, Gut foil. Gulf crest, 

Gtufpride, Gulf solar, Gulpcer, 
(htlflvm, On If tiger, Gulfsjtray, 
(inifxuprcwr. 

No v. 15,1978 TuUahoma, Gait ice Mill. Spirit of 
Liberty. 

Nov. 12,1976 Connecticut. 


Nov. 11,1976 Mount Explorer, A taunt Navigator, 
Cove Communicator. 

.do. FsagU Charger, lagle Leader. 

Nov. 12,1970 Fotomac. 

. do .. Over if us, Anchorage. 

Nov. 15.1976 Martha It. Ingram 

Nov. 12,11*76 Ourstas Alaska. 

..do . Allegiance, Bradford Maud, Fort 

Hoskins, Council Grove, /tanner- 
. ...do_. James. 


Nov. 15,1970 FrrryrlUe. 
_do . .. Golden Gate. 


Nov. 11,1076 Manhattan. 

Nov. 15,1976 Mobil Aero, Mobil Arctic, Mobil 
Lube, Mobil Meridian. 

Nov. 12,1976 Mohawk. 

Nov. 11,1076 Achilles. 

Nov. 12,1976 Overseas Traveler. 

.do . Orereeas Vivian, Overseas Natalie. 

.do . . Overseas Aleutian, Overseas Vl/a. 

.do. Mcrrimue- 

.do . .. Columbia. 

_ do _ Overseas Arctic. Overseas Juneau. 


X Oilv, ii • I • 

Overseas Oil Carriers, Inc., 1114 Avimtie of the MA7M8B-207 . .do. Overseas Joyce. 

Americas, New York. N.Y. 10036. 

Penn Tanker Co., c/o Ogdon Marine. Inc., 290 MA/MSB-222 . ...do _ Ogden Champion, Ogden Challenger. 

Park Ave., New York. N.Y. 10U17. 

Bio Grande TnmsjKjrt, Inc., c/o Ogden Marino, MA/MSB 243 .do . Yellowstone 
Inc., 280 Park Ave., New York, N.Y. 10017. 

Sea Tankers. Inc., 1114 Avenue of the MA/MSB-233 .do_ Oversea* Alice, Orersevis Valdez. 

Americas, New York, N.Y. 10036. 

Sea Transport Corp., 250 Park Ave.. New MA/MSB-211 Nov. 11,1978 Vssgle Traetlet, Fogle Voyager. 

York, N.Y. 10017. 


FEDERAL REGISTER, VOL. 41, NO. 229—FRIDAY, NOVEMBER 26, 1976 












NOTICES 


52099 


Company 


Contract No. 


Dale of 
renewal 
application 


Vessels 


TnuiM-astcrn Shipping Corp.. 1 Chase Man- MA/MSB-200 _do_ Transcastern. 

liottan I* Jam. New York. N.Y. 10017. 

Y:\nror Steamship Cofl>., 11 Broadway, New M A/MSB-226 
York, N.Y. 100(4. 

Wn1*a8h Transport, Inc., c/o Ogdon Marine, MA/MSB-192 
fur.. 280 Park Av«\. New York, N.Y. 10017. 

VMI la motto Tnv»\si»ort, Ino. T o/o Ogden Marine. M A/MSB-103 
Im . 280 Park Avo. t New York, N.Y. 10017. 


Not. 16, 197fl 
Nov. 12,1076 


Vantage Horizon. 
Ogden Wolash. 
..do..,,,.. Ogden WlUamctU. 


Notice is hereby given that the 
Fredericksburg Shipping Company which 
has an application for ODS pending be¬ 
fore the Board has filed a subsequent 
application with the Board pursuant to 
Title VI of the Act to either (1) renew 
its ODS contract until December 31.1977 
(unless extended) if the pending appli¬ 
cation for an ODS contract is approved 
prior to December 31, 1976 (on which 
date it will expire) or (2) in the event 
that approval of the pending application 
cannot be obtained prior to December 31, 


Full details concerning the U.S.- 
U.S.S.R. export bulk raw and processed 
agricultural commodities subsidy pro¬ 
gram, including terms, conditions and 
restrictions upon both the subsidized op¬ 
erators and vessels, appear in Title 46 of 
the Code of Federal Regulations, Part 
294. 

For purposes of section 605(c) of the 
Act, it should be assumed that should the 
Board grant the requested approvals, the 
vessels listed above will engage in the 
described trade, on a full-time basis, 
during the indicated time period. Under 
such approval, each voyage must be ap¬ 
proved for subsidy assistance prior to its 
commencement, and the Board will act 
on such requests as an administrative 
matter for which there is no requirement 
for further section 605(c) notices. 

Any person having an interest in the 
granting of any of the applications and 
who would contest a finding by the Board 
that the service now provided by vessels 
of U.S. registry is inadequate, must on 
or before December 7, 1976, notify the 
Board’s Secretary, in writing, of his in¬ 
terest and of his position, and file a peti¬ 
tion for leave to intervene in accordance 
with the Board’s Rules of Practice and 
Procedure (46 CFR Part 201). Each such 
statement of interest and petition to in¬ 
tervene with regard to any application 
shall state whether a hearing is requested 
under section 605(c) of the Act and, with 
as much specificity as possible, the facts 
that the intervener would undertake to 
prove at such hearing. 

In the event a hearing under section 
605(c) of the Act is ordered to be held 
with respect to the applications for re¬ 
newal, the purpose of such hearing will 
be to receive evidence relevant to (1) 
whether the applications herein de¬ 
scribed, with respect to the vessels to be 


1976, apply for an ODS contract which 
will expire on December 31, 1977 (unless 
extended) for the operation of the vessel 
listed below in the carriage of export 
bulk raw and processed agricultural 
commodities in the foreign commerce of 
the U.S. from ports in the U.S. to ports 
in the U.S.S.R. Dry and liquid bulk car¬ 
goes may be carried from the U.S.S.R, 
and other foreign ports inbound to U.S. 
ports during voyages subsidized for car¬ 
riage of export bulk raw and processed 
agricultural commodities to the U.S.S.R. 


operated in an essential service and 
served by citizens of the U.S.. would be 
in addition to the existing service or 
services, and if so, whether the sendee 
already provided by vessels of U.S. regis¬ 
try is inadequate, and (2) wTiether in the 
accomplishment of the purposes and pol¬ 
icy of the Act additional vessels should 
be operated thereon. 

If no request for hearing and petition 
for leave to intervene is received within 
the specified time, or if the Board deter¬ 
mines that petitions for leave to inter¬ 
vene filed within the specified time do 
not demonstrate sufficient interest to 
warrant a hearing, the Board will take 
such actions as may be deemed appro¬ 
priate. ^ 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.504 Operating-Differential Sub¬ 
sidies (ODS).) 

By Order of the Maritime Subsidy 
Board/Maritime Administration. 

Dated: November 22. 1976. 

James S. Dawson, Jr., 
Secretary. 

|FR Doc.76-34904 Filed ll-24-76;8:45 ami 


National Oceanic and Atmospheric 
Administration 

DELBAY PHARMACEUTICALS, INC. ET AL. 

Issuance of Certificate of Exemption for 
Pre-Act Endangered Species Products 

On September 29.1976. notice was pub¬ 
lished in the Federal Register (41 FR 
42969) that Delbay Pharmaceuticals, In¬ 
corporated, Union. New Jersey: Dome 
Laboratories, West Haven, Connecticut; 
and Indian Arts and Crafts, Incorporat¬ 
ed, Seattle. Washigton, each had applied 
for a Certificate of Exemption to engage 


in certain commercial activities with re¬ 
spect to pre-Act endangered species parts 
or products. Notice is hereby given that 
on November 15, 1976. as authorized by 
the provisions of the Endangered Species 
Act of 1973. as amended (Pub. L. 94-359) 
and the regulations issued thereunder 
<50 CFR Part 222, Subpart B), the Na¬ 
tional Marine Fisheries Service issued 
Certificates of Exemption to Delbay 
Pharmaceuticals, Incorporated: Dome 
Laboratories: Indian Arts and Crafts, In¬ 
corporated. which permit the above ac¬ 
tivities. The Certificates of Exemption 
are available for review during normal 
business hours in the Office of the En¬ 
forcement Division. National Marine 
Fisheries Service. 3300 Whitehaven 
Street, NW., Washington, D.C. 

Dated: November 22, 1976. 

Robert W. Schoning, 
Director, National Marine 
Fisheries Service. 

IFR Doc.76-34857 Filed 11-24-76:8:45 amj 


STEPHEN B. BARLOW AND C. 

CHRISTOPHER CAMBRIDGE 

Receipt of Applications for Certificate of 
Exemption 

Notice is hereby given that the follow¬ 
ing applicants have applied in due form 
for Certificates of Exemption under 
Pub. L. 94-359, and the regulations is¬ 
sued thereunder (50 CFR Part 222. B>, to 
engage in certain commercial activities 
with respect to pre-Act endangered 
species parts or products. 

Applicants: 

1. Stephen B. Barlow. 283 Brook Street. 

Providence, Rhode Island 02906. 

Period of exemption. The applicant 
requests that the period of time to be 
covered by the Certificate of Exemption 
begin on the date of the original issuance 
of the Certificate of Exemption and be 
effective for a 3-year period. 

Commercial activities exempted. The 
prohibition, as set forth in section 9<a» 
(1) (F) of the Act, to sell or offer for sale 
in interstate or foreign commerce any 
such species part. 

Parts or products exempted. Twelve 
(12) etched sperm whale teeth and 
seventeen (17) jewelery items made from 
sperm whale teeth. 

2. C. Christopher Cambridge, RFD No. I, Box 

1020, Kenduskeag, Maine 04450. 

Period of exemption . The applicant 
requests that the period of time to be 
covered by the Certificate of Exemption 
begin on the date of the original issuance 
of the Certificate of Exemption and be 
effective for a three-year period. 

Commercial activities exempted. <i> 
The prohibition, as set forth in section 
9(a) <11 (E) of the Act, to deliver, receive, 
carry, transport, or ship in interstate or 
foreign commerce, by any means whatso¬ 
ever and in the course of commercial ac¬ 
tivity any such species part; 

(il) The prohibition, as set forth in 
section 9(a) (1) (F) of the Act, to sell or 


Company 

Date of rt- 
Contract No. newnl appli¬ 
cation 

Vessels 


Fredericksburg Shipping Co., c/o Keystone 
Shipping Co., 313 Chestnut St., Philadel¬ 
phia, Po. 19100. 

... Nov. 15,1976 

Fredericksburg. 
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offer for sale in interstate or foreign 
commerce any such species part. 

Paris or products exempted. Approxi¬ 
mately 133 whole whale teeth. 349 pieces 
cut from whale teeth and four (4) 
pounds of very small pieces cut from 
whale teeth. 

Written comments on these applica¬ 
tions may be submitted to the Director. 
National Marine Fisheries Service. De¬ 
partment of Commerce, Washington. 
D.C. 20235 on or before December 27. 
1976. 

Harvey M. Hutchings. 

Acting Assistant Director for 
Fisheries Management. Na¬ 
tional Marine Fisheries Serv¬ 
ice. 

November 19, 1976. 

(PR Doc.76-34858 Piled 11-24-76:8:45 am| 

CONSUMER PRODUCT SAFETY 
COMMISSION 

| CP 75-91 

ALUMINUM AND MAGNESIUM STEP AND 
EXTENSION LADDERS 

Denial of Petition 

In this notice the Consumer Product 
Safety Commission denies a petition re¬ 
questing the establishment of safety 
standards for aluminum and magnesium 
step and extension ladders. 

Section 10 of the Consumer Product 
Safety Act <CPSA> (15 U.S.C. 2059> pro¬ 
vides that any interested person may 
petition the Consumer Product Safety 
Commission to commence a proceeding 
for the issuance of a consumer product 
safety rule. Section 10 also provides that 
if the Commission denies such a petition, 
it shall publish its reasons for denial in 
the Federal Register. 

On November 21, 1974, Frederick 

Saphra. Professional Engineer from Sea- 
ford. New York, petitioned the Commis¬ 
sion to develop mandatory safety stand¬ 
ards for aluminum and magnesium step 
and extension ladders (Petition No. CP 
75-9). 

The petition asserts that there is no 
proper standard which governs various 
aspects of the design, construction, and 
testing of these ladders. It also states 
that present voluntary standards utilize 
only static ratings and tests which are 
inadequate to protect against the loads 
encountered in the dynamic use of 
ladders. 

After careful consideration, the Com¬ 
mission lias decided to deny this petition 
because it appears, based on the infor¬ 
mation available to the Commission at 
this time, that a mandatory standard is 
not necessary to reduce or eliminate any 
unreasonable risks of injury which peti¬ 
tioner believes are associated with the 
ladders he describes. The Commission 
has information that: (1) New voluntary 
standards are being developed that are 
aimed at correcting inadequacies in the 
earlier voluntary standards such as those 
cited by the petitioner; (2) such volun¬ 
tary standards are expected to be in 
effect within a reasonable time: and (3) 
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it is expected that the present high de¬ 
gree of compliance by the industry to 
the existing voluntary standard will 
continue when the voluntary standards 
become more stringent. For these rea¬ 
sons. the Commission’s refusal to grant 
the petition and initiate a rulemaking 
proceeding for aluminum and magne¬ 
sium step and extension ladders at this 
time does not unreasonably expose con¬ 
sumers to a risk of injury from such 
products. 

Even before Petition No. CP 75-9 was 
received, the Commission was consider¬ 
ing various actions to enhance the safety 
of ladders. The initial investigation by 
the Commission’s staff into the risks as¬ 
sociated with this product disclosed that 
factors relating to approximately 50% 
of the current accidents reported through 
the National Electronic Injury Surveil¬ 
lance System (NEISS) could possibly be 
addressed by a standard. In-depth in¬ 
vestigations by the Commission’s staff of 
a number of ladder accidents disclosed 
that many injuries involving ladders ap¬ 
pear to involve some degree of misuse. 
This suggested a need for more educa¬ 
tion of consumers in the safe use of 
these products. Since there was esti¬ 
mated to be a high percentage of con¬ 
formance with the voluntary standards 
which had been already published, the 
Commission’s staff contacted voluntary 
standards organizations and industry 
representatives in order to determine the 
suitability of using a voluntary program 
to improve existing voluntary standards 
and deliver sufficient safety information 
to the consumer. These initiatives pro¬ 
duced a high degree of cooperation from 
industry and the voluntary standards 
organizations. 

At the present time, the American Na¬ 
tional Standards Institute (ANSI) A14 
committee, which lias developed exist¬ 
ing voluntary standards for ladders, is 
engaged in extensive testing and evalu¬ 
ation of ideas for more stringent volun¬ 
tary standards for both wood and metal 
ladders. The areas which are being con¬ 
sidered include the following: 

a. Label teste to measure adhesion and 
effective life. 

b. Extension ladder sliding tests. 

c. Friction test for rungs and steps. 

d. Adequate safety factors. 

e. Dynamic and cyclic tests of ladders. 

f. Useful life and resistance to weather¬ 
ing. 

g. Corrosion. 

h. Suitable materials. 

i. The proper use and misuse of ladders. 

j. Human engineering factors. 

k. Stability. 

l. The effect of ladder accessories on lad¬ 
der strength, human engineering factors, 
safety factors, and stability. 

The areas which are being considered 
by ANSI for more stringent voluntary 
standards include the areas which are 
the subject of the petition. 

In addition, the American Ladder 
Institute lias developed cautionary labels 
to be voluntarily attached to ladders by 
manufacturers in order to inform con¬ 
sumers of potential hazards. This pro¬ 
gram applies to ladders manufactured 


after April 1976 by those manufacturers 
who are members of the American Lad¬ 
der Institute. The Commission is ad¬ 
vised that approximately 80 percent of 
U.S. ladder manufacturers are mem¬ 
bers of this Institute. 

In view of the extensive cooperation 
and responsible consideration of sug¬ 
gested improvements in standards which 
these voluntary standards organizations 
have exhibited, and since it appears that 
adequate voluntary standards will be 
adopted in 1977 which are expected to 
sufficiently address the risks of injury 
connected with those products, the Com¬ 
mission has determined that a manda¬ 
tory federal standard is not required at 
this time. 

To assure the continuing expeditious 
development of the voluntary standards, 
the Commission has directed the staff 
to actively cooperate with and monitor 
such development. The staff is to re¬ 
port to the Commission in 90 days on 
the status of voluntary standards de¬ 
velopment so that the Commission may 
take what action may be appropriate 
commensurate with the status of the vol¬ 
untary efforts. 

Copies of the petition and other rele¬ 
vant materials may be seen at, or ob¬ 
tained from, the Office of the Secretary, 
1111 18th Street. N.W.. Washington. 
D.C. 20207, during business hours Mon¬ 
day through Friday. 

Therefore, pursuant to section 10<d> 
of the Consumer Product Safety Act 
(sec. 10(d). Pub. L. 92-573. 86 Stat. 1217. 
15 U.S.C. 2059(d)) notice is hereby giv¬ 
en of the Commission’s denial of the 
above-described petition. 

Dated: November 22, 1976. 

Sad ye E. Dunn, 
Secretary . Consumer 
Product Safety Commission. 

(FR Doc.76-34825 Filed 11-24-76:8:45 amj 


(Petition No. CP 75-24( 

EXTERNAL SURFACE TEMPERATURE OF 
OVENS 

Denial of Petition 

The purpose of this notice is to 
announce that the Consumer Product 
Safety Commission has denied a petition. 
CP 75-24. to issue a consumer product 
safety standard for the external surface 
temperature of ovens under the Con¬ 
sumer Product Safety Act <CPSA». 

Section 10 of the CPSA (Pub. L. 92-573. 
86 Stat. 1217; 15 U.S.C. 2059) provides 
that any interested person may petition 
the Consumer Product Safety Commis¬ 
sion to commence a proceeding for the 
issuance of a consumer product safety 
rule. It further provides that if the Com¬ 
mission denies such a petition it shall 
publish its reasons for denial in the Fed¬ 
eral Register. 

Background 

In a petition dated May 13,1975, Susan 
T. Glascoff of Wayne, New Jersey peti¬ 
tioned the Commission, pursuant to sec¬ 
tion 10 of the CPSA. to commence a pro- 
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ceeding lor the Issuance of a consumer 
product safety rule to regulate the ex¬ 
ternal surface temperature of ovens. The 
petition was precipitated by an incident 
in which Ms. Glascoff's infant son re¬ 
ceived second degree burns of his hands 
as a result of touching the outside of an 
oven which was in use at the time. 

Response of the Commission 

After careful consideration of the peti¬ 
tion and additional data and informa¬ 
tion collected by the Commission's staff, 
the Commission has decided to deny this 
petition. The Commission bases its de¬ 
cision on the finding that a mandatory 
standard is not necessary to eliminate 
or reduce the alleged unreasonable risk 
of injury associated with the product. 

Before initiating a proceeding to de¬ 
velop a consumer product safety stand¬ 
ard, the Commission is required by sec¬ 
tion 7 of the CPSA to preliminarily de¬ 
termine. that a consumer product safety 
standard is necessary to eliminate or re¬ 
duce an unreasonable risk of injury as-. 
sociated with such product. There are 
presently hi use two voluntary certifica¬ 
tion standards dealing with the design, 
performance and safety characteristics 
of gas and electric ranges and ovens. 
The two standards are UL 858 (Under¬ 
writers Laboratories’ standard for house¬ 
hold electric ranges) and ANSI Z21.1(b) 
(a standard for household cooking gas 
appliances). As of September 30. 1975, 
both of these standards were revised sig¬ 
nificantly by lowering the maximum al¬ 
lowable temperatures of exposed surfaces 
of ovens. Under the most recent revision 
to standard ANSI Z21.1(b>, effective 
July 1, 1977, the maximum allowable 
temperature for the exposed surfaces, 
from 0-36" above floor level, of gas 
ranges is 55° C <131* F) based on a 
thermestliesiometer reading at a meas¬ 
urement time of 4 seconds. (The therm- 
esthesiometer is a device to sense the 
contact temperature resulting from 
touching a surface, and is designed to 
take into account the thermal conduc¬ 
tivity as well as the temperature of a 
surface material.) From 36" to 60" 
above floor level the maximum allowable 
temperature is 65° C (149° F) based on 
a thermesthesiometer reading at a meas¬ 
urement time of 4 seconds. Apparently 
all manufacturers of gas ovens are pres¬ 
ently manufacturing ovens in accordance 
with these provisions. The present max¬ 
imum allowable temperature under UL 
858 closely corresponds to the tempera¬ 
ture limits of ANSI Z21.1(b). The Com¬ 
mission believes that these temperature 
limits provide adequate protection 
against bums. 

In view of the existence of the volun¬ 
tary certification standards mentioned 
above and the apparent high degree of 
compliance with them by the industry, 
the Commission finds at this time that a 
mandatory consumer product safety 
standard to regulate the external surface 
temperature of ovens, requested by this 
petitioner, is not necessary to eliminate 
oi* reduce the alleged unreasonable risk 
of injury associated with the product. As 


a result of the existence of and apparent 
compliance with the voluntary stand¬ 
ards, the Commission believes that the 
decision not to initiate mandatory rule- 
making proceedings at this time will not 
unreasonably expose the petitioner or 
other consumers to the risk of injury 
that the petitioner alleges is presented by 
the product. 

In the future, the Commission will con¬ 
tinue to provide advice to the voluntary 
standards organizations and will encour¬ 
age, wherever possible, the improvement 
of those aspects of the voluntary stand¬ 
ards that concern safety. The Commis¬ 
sion also will monitor the impact of these 
voluntary standards on consumer in¬ 
juries. If the Commission determines at 
some future time that the standards are 
not adequately protecting the public, the 
Commission will take appropriate action. 

The Commission has been engaged in 
an ongoing examination of the need to 
regulate and the feasibility of regulating 
hot surfaces on a generic basis. Within 
the next twelve months, the Commission 
will be considering a staff prepared dis¬ 
cussion paper on various passible ap¬ 
proaches for a generic standard for hot 
surfaces, possible test methods, and a 
possible need for additional research. 

The Commission staff has also con¬ 
structed a “product profile” for ranges, 
ovens, and stoves and a "product pro¬ 
file” for hot surfaces. These profiles are 
prepared by the staff and summarize the 
Commission’s present state of knowledge 
of the safety of these products and re¬ 
lated information. They are available to 
the public through the Office of the 
Secretary of the Commission. The Com¬ 
mission hopes that the profiles will 
stimulate comment and attract addi¬ 
tional data and analysis from any inter¬ 
ested organization or individual. Requests 
for copies of these profiles and any com¬ 
ments regarding them may be sent to the 
Office of the Secretary, Third Floor, 1111 
18th Street, NW.. Washington. DC. 
20207. 

Conclusion 

Accordingly, pursuant to section 10(d) 
of the CPSA (15 U.S.C. 2059(d)), notice 
is given of the Commission’s denial of the 
petition CP 75-24 dated May 13,1975. 

A copy of the petition may be seen 
during working hours, Monday through 
Friday, in the Office of the Secretary 

Dated: November 22,1976. 

Sadye E. Dunn, 
Secretary , Consumer Product 
Safety Commission 

| PR Doc.76 34824 Piled 11-24-76:8:45 amj 


ENVIRONMENTAL PROTECTION 
AGENCY 

JFRL 645-81 

ENVIRONMENTAL RADIATION EXPOSURE 
ADVISORY COMMITTEE 

Renewal 

Pursuant to section 7(a) of the Office 
of Management and Budget Circular No. 
A-63, Transmittal Memorandum No. 1, 


dated July 19, 1974, it is hereby deter¬ 
mined that renewal of the Environ¬ 
mental Radiation Exposure Advisory 
Committee is in the public interest in 
connection with the performance of du¬ 
ties imposed on the Agency by law. The 
charter which continues the Environ¬ 
mental Radiation Exposure Advisory 
Committee through December 1, 1978, 
unless otherwise sooner terminated, will 
be filed at the Library of Congress. 

John Quarles, 
Acting Administrator 

November 18, 1976. 

| PR Doc. 73-34893; Piled 11-24 76; 8 45 1 


| FRL 649-0; PF50A1 

FMC CORP. 

Filing of Pesticide Petition; Correction 

In FR Doc 76-29886, published on 
October 12, 1970 (41 FR 44735). the fol¬ 
lowing changes should be made to the 
pesticide petition (PP 6F1701) submitted 
by FMC Corporation. The proposed toler¬ 
ance for combined residues of carbofuran 
and its metabolites in or on peanuts is 4 
parts per million (ppm), of which no 
more than 1.5 ppm are carbamates. Also, 
the filing notice should include the pro¬ 
posed tolerance for carbofuran and its 
metabolites in or on peanut hulls of 10 
ppm, of which no more than 8 ppm are 
carbamates. 

Dated: November 19.1976. 

John B. Ritch. Jr., 
Director, Registration Division. 

[FR Doc.70-34891 Filed 11-24-70;8:45 am | 


I FRL 660-1; OPP-42026A-J 

INDIANA 

Approval of State Plan for Certification of 
Commercial and Private Applicators of 
Restricted Use Pesticides 

Section 4(a) (2) of the Federal Insecti¬ 
cide, Fungicide, and Rodenticide Act 
(FIFRA), as amended (86 Stat. 973; 7 
U.S.C. 136), and the Implementing regu¬ 
lations of 40 CFR Part 171 require each 
State desiring to certify applicators to 
submit a plan for its certification pro¬ 
gram. Any State certification program 
under this section shall be maintained 
in accordance with the State Plan ap¬ 
proved under this section. 

On August 9, 1976, notice was pub¬ 
lished, in the Federal Register <41 FR 
33322) of the intent of the Regional Ad¬ 
ministrator, EPA, Region V, to approve, 
on a contingency basis, the Indiana Plan 
for Certification of Commercial and Pri¬ 
vate Applicators of Restricted Use Pesti¬ 
cides (Indiana State Plan). Contingency 
approval was requested by the State of. 
Indiana pending promulgation of imple¬ 
menting regulations. Complete copies of 
the Indiana State Plan were made avail¬ 
able for public inspection at the Office of 
the Indiana State Chemist and Seed 
Commissioner, West Lafayette, Indiana: 
Pesticides Branch, Air and Hazardous 
Materials Division, EPA, Region V, Chi- 
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cago; and the Office of Pesticide Pro¬ 
grams, EPA, Washington, D.C. 

Written comments were received from 
the National Canners Association and 
Orkin Exterminating Company, Inc. The 
comments were carefully reviewed and 
evaluated by EPA and by the Office of 
the Indiana State Chemist and Seed 
Commissioner, which has been desig¬ 
nated as the State lead agency responsi¬ 
ble for implementing the Indiana State 
Plan. 

The National Canners Association 
commented that, because pesticide appli¬ 
cator training is not required by the 
FIFRA, the proposed training budget of 
the Indiana Cooperative Extension Serv¬ 
ice should not be considered by EPA in its 
assessment of the adequacy of funding to 
support the State Plan. Because the State 
of Indiana plans to utilize training pro¬ 
grams as an integral part of the pesti¬ 
cide applicator certification program to 
be implemented under the State Plan, 
estimated funds for training were iden¬ 
tified and included as an attachment to 
the State Plan. However, the Agency as¬ 
sessed funding of the proposed certifica¬ 
tion program only on the basis of infor¬ 
mation provided by the lead agency. 

The National Canners Association also 
commented on the State’s intention to 
charge certification fees. Section 4 of the 
amended FIFRA establishes a coordi¬ 
nated State/Federal program for certi¬ 
fying applicators, with section 4(a)(1) 
making EPA responsible for prescribing 
applicator standards. Section 4(a)(2) 
provides that if a State, at any time, 
desires to certify applicators of pesti¬ 
cides, the Governor shall submit a State 
Plan for such purpose. Further, under 
section 24 of FIFRA, States are given a 
great deal of flexibility in developing 
their individual programs, provided 
those programs meet the prescribed Fed¬ 
eral standards. In this Agency’s view, 
this comment pertains to State require¬ 
ments under the 1975 Indiana Pesticide 
Use and Application Law rather than 
Federal requirements pertaining to the 
acceptability of a State Plan as estab¬ 
lished in Federal regulations. 

Under the State Plan, an aerial sub- 
category is proposed for certain cate¬ 
gories of commercial applicators. The 
National Canners Association suggests 
that where Indiana has identified an 
aerial subcategory, a subcategory en¬ 
titled "Ground” should also be estab¬ 
lished to cover all applicators in the 
category. However, the Agency has de¬ 
termined that this is not necessary, be¬ 
cause Indiana’s commercial applicator 
categories and subcategories include ap¬ 
plicators who apply pesticides with 
ground equipment. 

Orkin Exterminating Company com¬ 
mented on Indiana's plan to use Con¬ 
tinuing Education Units (CEU) as a 
means of assuring that certified applica¬ 
tors are kept abreast of changing tech¬ 
nology and maintain their competency. 
Concern that the CEU concept entails 
completion of a college level course was 
expressed; this Is not the intent of the 
State Plan. The State lead agency and 


Cooperative Extension Service ait? in the 
process of evaluating and assigning po¬ 
tential CEU credit to all existing and 
proposed State and industry sponsored 
training programs. The CEU concept 
will allow certified applicators a great 
deal of flexibility in selecting training 
programs, of their particular interest, 
for maintaining competency. 

Contingency approval of the State 
Plan was requested by the State of In¬ 
diana pending promulgation of imple¬ 
menting regulations. Draft regulations 
were submitted and approved by the 
Agency. Subsequently, during the formal 
comment period, the draft regulations 
approved by the Agency were promul¬ 
gated by the Office of the Indiana State 
Chemist and Seed Commissioner and the 
State has requested full approval of the 
State Plan. 

The Agency has determined that all 
contingencies required of the Plan have 
been met by the State and the State 
Plan now satisfies the requirements of 
section 4(a)(2) of the amended FIFRA 
and 40 CFR Part 171. Accordingly, the 
Indiana State Plan is approved. 

Effective date: Pursuant to Section 
4(d) of the Administrative Procedure 
Act, 5 U.S.C. 553(d), the Agency finds 
that there is good cause for providing 
that the approval granted herein to the 
Indiana State Plan shall be effective 
lmmeditaely. Neither the Indiana State 
Plan itself nor this Agency’s approval of 
the Plan creates any direct or immediate 
obligations on pesticide applicators or 
other persons in the State of Indiana. 
Delays in starting the work necessary 
to implement the Plan, such as may be 
occasioned by providing some later effec¬ 
tive date for this approval, are incon¬ 
sistent with the public interest. Accord¬ 
ingly, this approval shall become effec¬ 
tive immediately. 

Dated; November 9,1976. 

George R. Alexander, Jr., 
Regional Administrator. Environ¬ 
mental Protection Agency , Region V. 
(FR Doc.76-34889 Filed 11-24-T6;8:46 ami 


IFRL 649-2] , 

NATIONAL DRINKING WATER ADVISORY 
COUNCIL 

Open Meeting 

Pursuant to Pub. L. 92-423, notice is 
hereby given that a meeting of the Na¬ 
tional Drinking Water Advisory Council 
established under * Pub. L. 93-523, the 
"Safe Drinking Water Act/’ will be held 
at 9 a.m. on December 15, 1976, in Con¬ 
ference Room 2117, Mall Area, Waterside 
Mall, and at 8:30 ami., December 16, 
1976, in Conference Room 1101, West 
Tower, Waterside Mall, 401 M Street, 
SW., Washington, D.C. 20460. 

The purpose of the meeting will be to 
discuss proposed approaches to address 
the problem of organic contaminants in 
drinking water and to review suggested 
changes to be made regarding the pro¬ 
posed Underground Injection Control 
Regulations. Other topics to be discussed 


will include the status of the Rural Water 
Survey and an update on the Environ¬ 
mental Protection Agency’s water supply 
public communications activities. 

Both days of the meeting will be open 
to the public. The Council encourages 
the hearing of outside statements and 
allocates a portion of time for public par¬ 
ticipation. Any outside parties interested 
in presenting an oral statement should 
petition the Council in writing. The peti¬ 
tion should include the general topic of 
the proposed statement and the petition¬ 
er’s telephone number. 

Any person who wishes to file a written 
statement can do so before or after a 
Council meeting. Accepted written state¬ 
ments will be recognized at Council 
meetings. 

Any member of the public wishing to 
attend the Council meeting, present an 
oral statement, or submit a written state¬ 
ment should contact Patrick Tobin, Ex¬ 
ecutive Secretary for the National 
Drinking Water Advisory Council, Office 
of Water Supply (WH-550), Environ¬ 
mental Protection Agency, 401 M Street, 
SW., Washington, D.C. 20460. 

The telephone number is: Area Code 
202-426-8847. 

Andrew W. Breidenbach. 

Assistant Administrator for 
Water and Hazardous Materials. 

November 19, 1976. 

[FR Doc.76 34894 Filed U-24r-76;8:45 am] 


[ FRL 649-7; FF55) 

PESTICIDE PROGRAMS 


Filing of Pesticide Petition 

Shell Chemical Co.. 1025 Connecticut 
Ave NW, Washington DC 20036, has sub¬ 
mitted a petition <PP 6F1851) to the En¬ 
vironmental Protection Agency which 
proposes that 40 CFR 180.296 be amended 
by establishing tolerances for residues 
of the insecticide dimethyl phosphate of 
3-hydroxy-N-methyl-cis-crotonamide in 
or on the raw agricultural commodities 
sweet com kernels at 0.3 part per mil¬ 
lion (ppm). field corn grain at 0.2 ppm. 
and field com fodder and field com for¬ 
age (including silage) at 2.0 ppm. The 
proposed analytical method for deter¬ 
mining residues is a gas-liquid chromato¬ 
graphic procedure using a phosphorus - 
sensitive flame photometric procedure. 
Notice of this submission is given pur¬ 
suant to the provisions of section 408(d) 
(1) of the Federal Food, Drug, and Cos- 


letic Act. 

Interested persons are invited to sub¬ 
lit written comments on this petition to 
le Federal Register Section, Technical 
ervices Division (WH-569). Office of 
esticide Programs, Environmental Pro- 
action Agency. Room 401, East Tower, 
)1 M St. SW, Washington DC 20460. 
hree copies of the comments should be 
xbmitted to facilitate the work of the 
gency and of others interested in in¬ 
jecting them. Inquiries concerning this 
etition may be directed to Product 
[anager (PM) 16, Registration Division 
WH-567), Office of Pesticide Programs. 
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at the above address, or by telephone at 
202/426-9425. Written comments should 
bear a notation indicating the petition 
number. Comments may be made at any 
time while a petition is pending before 
the Agency. All written comments filed 
pursuant to this notice will be available 
for public inspection in the office of the 
Federal Register Section from 8 a.m. to 
4:30_p.m. Monday through Friday. 

Dated: November ID. 1976. 

John B. Hitch, Jr., 
Director , Registration Division. 

[FR Doc.76-34890 Filed 11-24-76:8:45 am] 


[FRL 649-8: OPP-00036AJ 

STATE-FEDERAL FIFRA IMPLEMENTATION 

ADVISORY COMMITTEE; WORKING 

GROUP ON ENFORCEMENT 

Meeting Postponement 

Pursuant to Pub. L. 92-463. notice is 
hereby given that the two-day meeting of 
the State-Federal FIFRA Implementa¬ 
tion Advisory Committee's Working 
Group on Enforcement has been post¬ 
poned to Wednesday and Thursday. 
January 5-6. 1977, at the same time and 
location. The meeting was originally 
scheduled to be held beginning at 8:30 
a.m. on December 1 and 2 in the VIP 
Room at the Atlanta Cabana, Peachtree 
and 7th Streets, Atlanta. Ga.; the an¬ 
nouncement appeared in the Federal 
Register on November 9. 1976 <41 FR 
49517). 

For further information, please con¬ 
tact P. H. Gray. Jr., E xecutive Secretary, 
State-Federal FIFRA Implementation 
Advisory Committee, Office of Pesticide 
Programs, Environmental Protection 
Agency, 401 M Street SW. ( Washington, 
D.C. 20460, <202) 755-7014. 

Dated: November 19. 1976. 

Edwin L. Johnson, 

Deputy Assistant Administrator 

for.Pesticide Programs. 

|FR Doc.76-34883 Filed 11-24-76:8 45 am| 


lFRL 649-lj 

SCIENCE ADVISORY BOARD TECHNOL¬ 
OGY ASSESSMENT AND POLLUTION 
CONTROL ADVISORY COMMITTEE 

Open Meeting 

November 16, 1976. 

Pursuant to Pub. L. 92-463, notice is 
hereby given that a meeting of the Tech¬ 
nology Assessment and Pollution Control 
Advisory Board will be held beginning at 
9:00 a.m.. December 14, 1976, in room 
2117, U.S. Environmental Protection 
Agency, Waterside Mall. 401 M Street, 
SW., Washington, D.C. 

This meeting is a regularly scheduled 
meeting of the Committee. The Commit¬ 
tee will hold a series of discussions with 
personnel of EPA’s Office of Research 
and Development and the Office of Plan¬ 
ning and Management regarding the 
planning of EPA's R. & D. programs re¬ 


lating to pollution control technology. 
The discussion will focus on understand¬ 
ing the planning process, how national 
R. & D. needs are determined and con¬ 
verted into research programs and other 
factors that influence and constrain R. & 
D. planning. In addition, the Committee 
will hear briefs on the activities of work¬ 
ing groups that have been gathering and 
assessing information regarding the 
quality of EPA's research and develop¬ 
ment programs related to pollution con¬ 
trol technology and will discuss future 
plans for this activity. Further, the Com¬ 
mittee will be briefed on relevant activ¬ 
ities of the Science-Advisory Board and 
will discuss members items of interest. 

The meeting is open to the public. Any 
member of the public wishing to attend 
or submit a paper should contact Lloyd 
T. Taylor, Executive Secretary, Tech¬ 
nology Assessment and Pollution Con¬ 
trol Advisory Committee. (703> 557-7720, 
by c.o.b. December 7, 1976. 

Thomas D. Bath, 

Staff Director, 
Science Advisory Board. 

IFR Doc.76-34892 Filed 11-24-76:8:45 am) 

FEDERAL POWER COMMISSION 

[Docket No. RP72-122 (PGA77-1) | 

COLORADO INTERSTATE GAS CO. 

Proposed Change in Rates Pursuant to 
FPC Opinion No. 770-A 

November 19.1976. 

Take notice that Colorado Interstate 
Gas Company (CIG> on November 10, 
1976, tendered for filing proposed 
changes in its FPC Gas Tariff. Second 
Revised Volume No. 1. The proposed 
change would increase the commodity 
rate under each of CIG’s jurisdictional 
rate schedules by 15.97 cents per Mcf. 

The filing is made pursuant to FPC 
Opinion No. 770-A issued November 5, 
1976, in Docket No. RM75-14. and in¬ 
cludes only increased purchased gas costs 
associated with that opinion. 

CIG respectfully requested that the 
instant filing be made effective on 
December 1.1976. 

Copies of the filing have been served 
upon the Company's jurisdictional cus¬ 
tomers and other interested persons, in¬ 
cluding public bodies. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission, 825 North Capitol 
Street, NE.. Washington, D.C. 20426, in 
accordance with $§1.8 and 1.10 of the 
Commission’s Rules of Practice and 
Procedure (18 CFR 1.8, 1.10). All such 
petitions or protests should be filed on or 
before November 30. 1976. Protests will 
be considered by the Commission in 
determining the appropriate action to be 
taken but will not serve to make Pro¬ 
testants parties to the proceeding. Any 
person wishing to become a party must 
file a petition to intervene. Copies of this 


filing are on file with the Commission 
and are available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

| FR Doc.76-34875 Filed 11-24-76:8:45 amj 


| Docket No. RP72-149 (POA77-1) J 

MISSISSIPPI RIVER TRANSMISSION 
CORP. 

Proposed Change in Rates 

November 19, 1976. 

Take notice that Mississippi River 
Transmission Corporation (‘‘Missis¬ 
sippi”) on November 4, 1976, submitted 
for filing Fiftieth Revised Sheet No. 3A 
to its FPC Gas Tariff, First Revised Vol¬ 
ume No. 1 to become effective Decem¬ 
ber 1, 1976. 

The instant filing is being made pur¬ 
suant to the provision of Mississippi’s 
purchased gas cost adjustment clause 
provisions to track a rate change filing 
of Natural Gas Pipeline Company of 
America ( “Natural”) pursuant to its 
Motion to make suspended tariff sheets 
at Docket No. RP76-106 effective De¬ 
cember 1, 1976. 

Mississippi submitted schedules con¬ 
taining computations supporting the 
rate changes to become effective Decem¬ 
ber 1, 1976. Mississippi states that copies 
of its filing were served on Mississippi's 
juridictional customers and the State 
Commissions of Arkansas, Illinois and 
Missouri. 

Any person desiring to be heard or to 
protest said filing should file a petition 
to intervene or protest with the Federal 
Power Commission in accordance with 
§§1.8 and 1.10 of the Commission's Rules 
of Practice and Procedure (18 CFR 1.8, 
1.10). All such petitions or protests 
should be filed on or before November 30. 
1976. Protests will be considered by the 
Commission in determining the appro¬ 
priate action to be taken but will not 
serve to make protestants parties to the 
proceeding. Any person wishing to be¬ 
come a party must file a petition to in¬ 
tervene unless such petition has previ¬ 
ously been filed. Copies of the filing are 
on file with the Commission and are 
available for public inspection. 

Kenneth F. Plumb, 

Secretary. 

[FR Doc.76-34876 Filed 11-24 76;8:45 ara| 


Center for Disease Control 

COAL MINE DUST PERSONAL SAMPLER 
UNITS 

Hearing To Revoke Certificates of Approval 
of Bendix Corporation Units 

Section 202(a) of the Federal Coal 
Mine Health and Safety Act of 1969 
<30 U.S.C. 842(a)) provides that accu¬ 
rate samples of respirable dust in coal 
mine atmospheres shall be taken and 
that such samples shall be taken by a 
device approved by both the Secretary 
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of the Interior and the Secretary of 
Health. Education, and Welfare. In 1970, 
the Secretaries jointly adopted the reg¬ 
ulations in Part 74 of Title 30, Code of 
Federal Regulations which set forth the 
requirements for approval of coal mine 
dust personal sampler units and the pro¬ 
cedures for applying for such approval 
(35 FR 4327). The regulations provide 
for the issuance of a certificate of ap¬ 
proval to applicants whose sampler units 
meet the prescribed tests and specifica¬ 
tions. The testing and approval program 
is administered by the Secretary of the 
Interior, through the Mining Enforce¬ 
ment and Safety Administration (MESA) 
and by the Secretary of Health, Educa¬ 
tion, and Welfare, through the National 
Institute for Occupational Safety and 
Health (NIOSH). 

Pursuant to 30 CFR 74.7. NIOSH has 
issued certificates of approval to the 
Bendix Corporation under approval num¬ 
bers TC-74-018, TC-74-019. TC-74-020. 
TC-74-021, and TC-74-022 for Bendix 
coal mine dust personal sampler units. 
30 CFR 74.11 provides that a certificate 
of approval for a coal mine dust per¬ 
sonal sampler unit issued under Part 74 
may be revoked for cause by NIOSH. 

Tests conducted by NIOSH and MESA 
reveal that Bendix filter cassettes used 
with the coal mine dust personal sam¬ 
pler units spontaneously gain weight in 
excess of 0.1 mg after preweighing by 
Bendix and before their use in coal 
mines. Therefore, the units do not com¬ 
ply with the requirements of Part 74 
and determinations of compliance based 
on dust samples collected with the Ben¬ 
dix units using such filter cassettes are 
unreliable. 

Notice is hereby given that a hearing 
will begin at 10:00 ajn. on December 13, 
1976. in Conference Room *‘L" of the 
Department of Health, Education, and 
Welfare’s Parklawn Building, 5600 Fish¬ 
ers Lane. Rockville, Maryland for the 
purpose of receiving relevant evidence 
concerning whether the certificates of 
approval issued for the Bendix Corpora¬ 
tion personal sampler units should be 
revoked. The hearing will be open to 
the public subject to available space. 

Mr. John Moran, Special Assistant 
for Safety and Testing and Certifica¬ 
tion, Appalachian Laboratory for Occu¬ 
pational Safety and Health, NIOSH. is 
designated as Chairman of the healing, 
which will be conducted in an informal 
manner in accordance with the follow¬ 
ing procedures: 

Appropriate representatives of NIOSH 
and MESA will present their evidence as 
to why the Bendix Corporation certifi¬ 
cates of approval should be revoked. The 
Cliairman and Bendix Corporation will 
be able to question those representatives. 
Bendix Corporation will then have an 
opportunity to make its presentation and 
to respond to questions from the Chair¬ 
man, and from representatives of NIOSH 
and MESA. Parties making presenta¬ 
tions will be given the opportunity to 
make supplementary statements which 
may include comments on or rebuttal 


of other persons’ views and an oppor¬ 
tunity to make recommendations con¬ 
cerning the issues in any of the state¬ 
ments. Any party may appear in per¬ 
son or by counsel. Copies of the technical 
data which serve as the basis for this 
hearing may be examined at, or ob¬ 
tained from NIOSH, 5600 Fishers Lane 
(Park Bldg. Rm. 3-32 >, Rockville, Mary¬ 
land 20857. 

A verbatim record of the proceedings 
of the hearing session will be maintained. 
All relevant written statements, charts, 
tabulations and other data will be re¬ 
ceived in the record. The Chairman will 
submit to the Director, NIOSH, the 
transcript of the hearing and all ma¬ 
terial submitted for the record together 
with his recommendations on the is¬ 
sues. Thereafter, the Director, NIOSH, 
will make a decision in writing concern - 
the Bendix Corporation certificates of 
approval at issue and announce such 
decision. 

Dated : November 22, 1976. 

John F. Finklea, 
Director, National Institute 
for Occupational Safety and 
Health. 

I PR Doc.76-34956 Filed 11-24-76:8:45 ami 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Food and Drug Administration 
DERMATOLOGY ADVISORY COMMITTEE 
Meeting Change 

Pursuant to the Federal Advisory Com¬ 
mittee Act of October 6.1972 (Pub. L. 92- 
463. 86 Stat. 770-776 (5 U.S.C. App. I)), 
the Food and Drug Administration an¬ 
nounced in a notice published in the 
Federal Register of November 12, 1976 
(41 FR 50066), public advisory commit¬ 
tee meetings and other required informa¬ 
tion in accordance with provisions set 
forth in section 10(a) (1) and (2) of the 
act. \ 

Notice is hereby given that the 
Dermatology Advisory Committee meet¬ 
ing scheduled for December 15. 1976, is 
changed to December 16.1976, beginning 
at 9 am. 

Dated: November 18,1976. 

Joseph P. Hile, 
Associate Conunissioner for 
Compliance. 

[FR Doc.76-34793 Piled 11-24-76:8:45 amj 


(Docket No. 75N-0008j 

SCHERING CORP. 

Metibiotic Foam and Metibiotic Infusion; 
Withdrawal of Approval of New Animal 
Drug Applications 

The Food and Drug Administration is 
withdrawing approval of new animal 
drug applications (65-007V and 65-074V) 
for Metbibiotic Foam and Metibiotic In¬ 
fusion; effective November 20,1976. 

Published elsewhere in this issue of the 
Federal Register is an order amending 


the monographs to revoke the provisions 
for certification and use of the drug prod¬ 
ucts named in this notice. 

In the Federal Register of August 30. 
1974 <39 FR 31678), the Commissioner of 
Food and Drugs issued a notice of oppor¬ 
tunity for hearing proposing to withdraw 
approval of new animal drug applications 
for certain intramammary infusion prod¬ 
ucts for treating mastitis. Included in 
that notice were products manufactured 
by Schering Corp., Galloping Hill Rd . 
Kenilworth. NJ 07033 (hereinafter Scher¬ 
ing) . The Commissioner proposed to 
withdraw approval on the basis that new 
information before him with respect to 
the drug products, evaluated together 
with the evidence available to him at the 
time of the approval of the products, 
showed there was a lack of substantial 
evidence that the drug products were 
effective as fixed combinations. 

The following two products manufac¬ 
tured by Schering were named in the 
August 30. 1974 Federal Register notice: 

.1. NADA 65-007V: Metibiotic Foam; 
procaine penicillin G 100,000 units, dihy¬ 
drostreptomycin 300 mg (as the sulfate'. 
prednisone acetate 4 mg (dispensed from 
a pressurized container ); 21 CFR 540.- 
274e and 21 CFR 540.874d. 

2. NADA 65-074V: Metibiotic Infu¬ 
sion; procaine penicillin G 100.000 units, 
dihydrostreptomycin 300 mg (as the sul¬ 
fate), prednisone acetate 4 mg; 21 CFR 
540.274e and 21 CFR 540.874d. 

Schering responded to the notice on 
September 30,1974, by requesting a hear¬ 
ing with regard to NADA 65-007V and by 
submitting data to support the request. 
The company did not respond and did 
not request a hearing with regard to 
NADA 65-074V because the product had 
previously been deleted from its line. 

On June 30, 1976, the Director of the 
Bureau of Veterinary Medicine served 
upon Schering a proposed order denying 
its request for a hearing on the ground 
that the data submitted were not ade¬ 
quate and well-controlled studies from 
which experts, qualified by scientific 
training and experience to evaluate the 
effectiveness of animal drugs, could con¬ 
clude that Metibiotic Foam was effective 
as a fixed combination for the treatment 
of bovine mastitis. Schering was provided 
60 days in which to respond to the notice 
with sufficient data, information, and 
analysis to demonstrate that there was 
a genuine and substantial issue of fact 
which justified a hearing. 

In response to the proposed order. 
Schering, by letter dated August 26. 1976. 
withdrew its request for a hearing for 
Metibiotic Foam and requested that ap¬ 
proval for its new animal drug applica¬ 
tions for both Metibiotic Foam (NADA 
65-007V) and Metibiotic Infusion (NADA 
65-074V) be withdrawn. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 512(e), 82 
Stat. 345-347 (21 U.S.C. 360b(e)>) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodiflcation 
published in the Federal Register of 
June 15. 1976 (41 FR 24262)), and in ac¬ 
cordance with § 514.115 Withdrawal of 
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approval of applications (21 CFR 514.- 
115), notice is given that approval of 
NADA 65-007V and NADA 65-047V and 
all supplements and amendments thereto 
is hereby withdrawn, effective November 
26. 1976. 

A copy of the proposed order denying 
Schering’s request for a hearing is on file 
in the office of the Hearing Clerk, Pood 
and Drug Administration, Rm. 4-65, 5600 
Fishers Lane. Rockville, MD 20852. 

Dated: November 16, 1976. 

C. D. Van Hocweunc, 
Director . Bureau of 
Veterinary Medicine. 

[PR Doc.76-34795 Piled 11-24-76:8:45 am| 


I Docket No. 76N-00021 

DAWES LABORATORIES ET AL. 

Dethylstilbestrol; Notice of Hearing On 

Proposal To Withdraw Approval of New 

Animal Drug Applications 

The Food and Drug Administration 
<FDA) is granting a hearing on the 
proposal to withdraw approval of new 
animal drug applications (NADA's) for 
use of diethylstilbestrol (DES> hi ani¬ 
mals used for food for human consump¬ 
tion. The date for the hearing will be 
set at the prehearing conference to be 
held on January 5.1977. 

The Commissioner of Food and Drugs 
issued a notice of opportunity for hear¬ 
ing, published in the Federal Register 
of January 12, 1976 (41 FR 1804) on 
his proposed withdrawal of approval of 
all outstanding NADA’s for use of DES 
as not shown to be' safe and as a cancer- 
causing substance which the Secretary 
may not exempt from the anticancer 
clause of the Federal Food, Drug, and 
Cosmetic Act applicable to new animal 
drugs. Four requests for hearing, cover¬ 
ing 11 NADA’s, have been received and 
all four requests are granted to the ex¬ 
tent that a hearing will be held on the 
continued approvability of those NADA’s 
as to certain issues set out in this notice. 
A hearing is denied as to other issues. 
A prehearing conference will be held at 
10 a.m. on Wednesday. January 5. 1977. 
before Administrative Law Judge Daniel 
J. Davidson in the FDA Hearing Room, 
Rm. 4A-35, 5600 Fishers Lane. Rockville, 
MD 20857. 

The NADA’s that are the subject of 
the proposed withdrawal are those listed 
in the January 12 notice of opportunity 
for a hearing. Pending at that time was 
a previous request from Standard Chem¬ 
ical Manufacturing Co. for withdrawal 
of its NADA No. 34735, which request 
was granted and the NADA withdrawn, 
effective July 30. 1976, by order pub¬ 
lished on that date in the Federal Reg¬ 
ister <41 FR 31926). Four holders of 
NADA’s have requested a hearing on the 
withdrawal of their 11 NADA’s for 
DES: 

Requestor NADA No. 

1. Dawes Laboratories, 450 State 10421. 

St., Chicago, IL 60411. 11485, 

34916 


Requestor 

2. Vineland Laboratories, Inc., 

Subsidiary of Damon, 2285 
K Landis Ave., Vineland, NJ 
08360. 

3. Hess & Clark. Division of 

Rhodla. Inc., 7th and 
Orange Sts., Ashland, OH 
44805. 


NADA No. 
10964 


11295, 

12553, 

44344, 

45981, 

46982 


4. O. M. Franklin Scrum Co., 15274 
P.O. Box 22335. 

Denver. CO 80222. 
and 

Fort Dodge Laboratories 31446 
Ft. Dodge. IA 50501. 


»The Franklin Serum Co. and Fort 
Dodge Laboratories are divisions of 
American Home Products Corporation.) 


No requests for hearing were received 
from any other persons holding approved 
NADA’s or other approvals for DES. 
whether granted under sections 409. 505. 
507, or 512 of the act (21 U.S.C. 349, 355. 
357. 360b), or section 108(b)(2) of the 
Animal Drug Amendments of 1968 (Pub. 
L. 90-399 >. Accordingly, elsewhere in this 
issue of the Federal Register, the Com¬ 
missioner is issuing a final order with¬ 
drawing approval of those NADA’s and 
other approvals. Holders of these ap¬ 
provals nevertheless may be permitted to 
participate in the hearing as interested 
persons. Notice of the hearing is being 
provided to the holders of all such ap¬ 
provals for DES that are known to FDA 
by sending copies of this notice via certi¬ 


fied or registered mail to their last known 


addresses as set out below: 


NADA No. Name and address 

9525_ Elanco Products Co., P.O. Box 1750, 

Indianapolis. IN 4620G. 

9757--.. Pfizer, Inc., 235 E. 42d St., New 
York, NY 10017. 

9770_ See NADA 9757. 

9783.. - 8ee NADA 9757. 

10132_ Walnut Grove Products, 201 Linn 

St., Division of W. R. Grace Co., 
Atlantic. IO 50022. 

10258-.- American Cyanamid Co., P.O. Box 
400. Princeton, NJ 08640. 

10261_ Merck Sharp & Dohme Research 

Laboratories. Division of Merck 
& Co.. Inc.. Rahway. NJ 07065. 

10566-.- Simonsen Manufacturing Co., 
Qulmby, IO 51049. 

11090.— See NADA 9525. 

11356. — See NADA 9767. 

11365_ E. R. Squibb & Son. Inc., P.O. 

Box 4000. Princeton. NJ 08540. 

14773_ Peter Hand Foundation. Inc., 2 

E Madison St., Waukegan, IL 
60085. 

35017 Thompson-Hayward Chemical Co., 

5200 Speaker Rd.. Kansas City, 
KS 66106. 

35019— See NADA 35017. 

36313 Feed Additives. Inc., Fremont, NB 

68025. 

36479 — . S. B. Penick Co.. 100 Church St., 
New York, NY 10008. 

36554—. Dale Alley Co.. P.O. Box 444, St. 
Joseph, MO 64502. 

36671— See NADA 36554. 

36976— Standard Chemical Manufactur¬ 
ing Co., 701 S. 42d St.. Omaha. 
NB 68103. 

37148— National Oats Co., 1931 Baugh 
Ave., East St. Louis. IL 62205. 

37541... See NADA 37148. 

37869— See NADA 36313. 


NADA No. Name and address 

38507_ Texas Nutrition & Service Co.. P.O. 

Box 5375, Forth Worth. TX 
76108. 

38609- — See NADA 38607. 

38510—. See NADA 38507. 

38682_ Ultra Life Laboratories, Inc., No. 1 

Ultra Way Drive, Highland, IL 
62249. 

39161.-. Square Deal Fortification Co., 
Kouts. IN 46347. 

39491_ Bresley-Koellng, Inc., Ord. NB 

68862. 

39715. — Feed Products. Inc., 1000 W. 47th 
Ave., Denver, CO 80211. 

39716—. See NADA 39715. 

39717—. See NADA 39715. 

39718. _. See NADA 39715. 

39772—. See NADA 10261. 

40014_ Western Feed Supplements, El¬ 

lens burg. WA 98926, 

42162--. See NADA 9525. 

42355_ Chemctron Corp.. Chicago. IL 

60611. 

42702_ Farmland Industries, Kansas City. 

MO 64116. 

42840. - - See NADA 10261. 

44526_ Western Farmers Association, 

Seattle. WA 98111. 

44795_ FalstafT Brewing Corp., 5050 Oak¬ 

land Ave., St. Louis. MO 63110. 

Notice of healing is provided to any 
other person holding an approved NADA 
or other approval for DES by this 
publication. 

Parties to the hearing will be the Bu¬ 
reau of Foods and the Bureau of 
Veterinary Medicine of FDA, and NADA 
holders Dawes Laboratories (“Dawes”), 
Vineland Laboratories (“Vineland”), 
Hess and Clark Division of Rhodla, Inc. 
(“Hess & Clark”), and American Home 
Products Corporation (“Home Prod¬ 
ucts”). 

The Commissioner has reviewed the is¬ 
sues of fact for which a hearing is re¬ 
quested. Several requests for hearing 
suggested as a hearing issue that con¬ 
sideration be given to discarding the 
livers of animals given DES. The Com¬ 
missioner notes that liver is an edible 
tissue, and therefore, as a matter of law, 
a cancer-causing drug whose use results 
in residues that are detectable in liver 
by an assay method meeting the require¬ 
ments of the Secretary is prohibited by 
the anticancer clause of the act. It is 
therefore not a factual issue for the 
hearing whether the livers of treated 
animals be discardedor not. 

Several requests suggested as a factual 
issue whether the risks, if any, of using 
DES implants exceed the environmental, 
health-related, and economic benefits of 
such implants. For a carcinogenic or 
potentially carcinogenic new animal 
drug, the anticancer clause, section 512 
(d) (1) (H) of the act. requires the Com- 
misioner to determine, inter alia, whether 
the method of examination (the assays, 
which is submitted to show that the new 
animal drug is safe, has a lowest limit of 
reliable measurement that will permit 
him to conclude that under the proposed 
conditions of the drug’s use no residue 
of the drug will be found in edible tissue 
of animals to which it has been admin¬ 
istered. In determining the minimally 
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acceptable lowest limit of reliable meas¬ 
urement the assay for residues of that 
drug must attain to assure that the pro¬ 
viso to the anticancer clause* will be 
satisfied, the Commissioner is not au¬ 
thorized to weigh any economic or other 
benefit that may assertedly be derived 
from the use of the drug against the 
carcinogenic risk that may be associated 
with use of the drug. 

An environmental impact analysis re¬ 
port has been prepared for the proposed 
withdrawal of diethylstilbestrol NADA's, 
notice of its availability was announced 
in the Federal Register of October 29. 
1976 (41 FR 47572), and is available at 
the office of the Hearing Clerk, 5600 
Fishers Lane, Rockville, MD 20857, be¬ 
tween the hours of 9 a.m. and 4 p.m., 
Monday through Friday. The report con¬ 
cluded that “the proposed action will not 
significantly affect the quality of the 
human environment and that an Envi¬ 
ronmental Impact Statement is not re¬ 
quired.” The Commissioner has therefore 
concluded that if the new animal drug 
DES has not been shown to be safe or 
does not meet the exemption of section 
512(d)(1)(H) of the act. no asserted 
environmental, economic, or health 
benefits of its use can justify its con¬ 
tinued approval. The hearing issues, as 
set out below, are therefore directed to 
determine whether or not DES has been 
shown to be safe, or satisfies that exemp¬ 
tion: the “balancing” of economic, envi¬ 
ronmental, or health benefits is not a 
factual issue for the hearing. 

The Commissioner concludes that a 
hearing will be granted as to the follow¬ 
ing factual issues: 

1. Is DES a carcinogen, and is there a 
known no-effect level for its carcinogenic 
properties? 

2. Does DES have any adverse bio¬ 
logical effects other than carcinogenesies 
that call its safety into question, and 
have safe tolerance levels been estab¬ 
lished for those effects? 

3. Have all residues in edible tissue 
resulting from the use of DES been 
identified, evaluated, and shown to be 
safe? 

4. Have residues, including residues at 
levels that appear to be below the detec¬ 
tion capability of the method currently 
approved by regulation, resulting from 
the use of DES implants been detected 
in edible tissues of animals presented 
for slaughter? 

5. Have residues, including residues at 
levels that appear to be below the detec¬ 
tion capability of the method currently 
approved by regulation, resulting from 
the use of DES in feed been detected in 
edible tissues of animals presented for 
slaughter? 

6. Are residues, including residues at 
levels below the detection capability of 
the method currently approved by regu- 
tion, resulting from the use of DES im¬ 
plants likely to occur in edible tissue 
when the conditions of use approved in 
the NADA’s are followed? 


7. Me residues, including residues at 
levels below the detection capability of 
the method currently approved by regu¬ 
lation, resulting from the use of DES in 
feed likely to occur in edible tissue when 
tile conditions of use approved in the 
NADA’s are followed? 

8. Are there adequate and reliable 
methods that are practicable for regula¬ 
tory purposes and capable of detecting 
and identifying residues in edible tissue 
resulting from the use of DES at all 
levels above the level taken as the opera¬ 
tional definition of no residue, or at all 
levels above a level established as a safe 
tolerance for any noncarcinogenic ad¬ 
verse effects, whichever is the lower? And 
can adequate and necessary conditions 
for safe use be established? 

9. Is tlie mouse uterine-paper chroma¬ 
tography method, which is the assay cur¬ 
rently approved for DES by regulation, 
adequate and practicable for regulatory' 
purposes and capable of detecting and 
identifying illegal residues in edible 
tissues resulting from the use of DES? 

The FDA Bureau of Foods and Bureau 
of Veterinary Medicine have filed with 
the Hearing Clerk a narrative statement 
setting forth their position with respect 
to the issues for hearing and a summary 
of the types of evidence they intend to 
introduce in support of their position at 
the hearing. Additionally, the Bureaus 
have filed with the Hearing Clerk copies 
of the NADA's. published studies, and all 
other data bearing upon the questions 
of whether DES has been shown to be 
safe and whether DES may be exempted 
from the anticancer clause of session 
512 of the act. Interested persons may 
obtain a copy of the narrative statement 
from the office of the Hearing Clerk, Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857. Such persons 
may also examine the data on DES at 
the office of the Hearing Clerk from 9 
a.m. to 4 p.m. 

The other parties to the hearing shall 
submit all the written data, information, 
and views required by 21 CFR 2.153(b) by 
December 27, 1976. Any request for an 
extension of the period for submission of 
the required materials or for a postpone¬ 
ment of the prehearing conference 
scheduled for January 5, 1977. shall be 
addressed to the Administrative Law 
Judge. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (section 512, 82 
Stat.-343-351 (21 U.S.C. 360b)); 21 CFR 
514.200 et seq.; and under authority 
delegated to the Commissioner (21 CFR 
5.1) (recodification published in the 
Federal Register of June 15, 1976 (41 FR 
24262)): 

It is ordered. That a public hearing be 
held on the issues set out in this notice. 

Dated: November 23,1976. 

Sherwin Gardner. 

Acting Commissioner 
of Food and Drugs. 

(FR Doc 76-34967 Filed 11-24-76:8:45 amj 


| Docket No. 76N-0002] 

ELANCO PRODUCTS CO., ET AL. 

Diethylstilbestrol; Final Order Withdrawing 
Approval of New Animal Drug Applications 

The Food and Drug Administration 
<FDA) is withdrawing approval of cer¬ 
tain new animal drug applications 
(NADA’s) for use of diethylstilbestrol 
(DES) in animals used for human con¬ 
sumption on the ground that use of the 
drug results in residues that have not 
been shown to be safe within the mean¬ 
ing of the Federal Food. Drug, and Cos¬ 
metic Act and that render continued ap¬ 
proval of the drug unlawful under the 
Delaney anticancer clause of the act. ef¬ 
fective December 27. 1976. 

Elsewhere in this issue of the Federal 
Register, the Commissioner of Food and 
Drugs is issuing a notice of hearing for 
those holders of NADA’s that have re¬ 
quested a hearing and demonstrated 
that genuine and substantial issues of 
fact exist about the safety of their drug 
products that require a hearing for reso¬ 
lution and amending Parts 522 and 558 
(21 CFR Parts 522 and 558 > to reflect 
this decision. 

In the Federal Register of January 12. 
1976 (41 FR 1804), the Commissioner 
issued a notice of opportunity for hear¬ 
ing proposing to withdraw approval of all 
existing NADA’s for DES. In that notice, 
he set forth in detail the facts upon 
which he had concluded that: 

1. Information and data available 
since the applications were approved, to¬ 
gether with earlier data reevaluated in 
the light of current scientific knowledge, 
demonstrate that DES is not shown to 
be safe for use* as approved. 

2. The anticancer clause in section 512 
(d) (1) (H> of the act is applicable. 

Holders of all approved applications 
were given 30 days to request a hearing 
pursuant to section 512(e) (1) of the act 
and § 514.200 (21 CFR 514.200) by filing 
written appearances requesting such a 
hearing, giving the reasons why approval 
of the applications should not be with¬ 
drawn and providing a well-organized 
and full-factual analysis of the data 
from scientific and other investigations 
that such holders were prepared to prove 
in support of their opposition to the 
Commissioner’s proposal for the purpose 
of demonstrating that genuine and sub¬ 
stantial issues of fact exist that require 
a hearing. 

The holders of the approvals listed 
below failed to file timely written re¬ 
quests for hearing within 30 days as re¬ 
quired by § 514.200. or indeed at any time 
since, which constituted an election by 
such persons not to avail themselves of 
the opportunity for a hearing and waiver 
of any contentions concerning the legal 
status of any of their drug products: 

NA DA No. Name and address 

9525_ Eianco Products Co., P.O. Box 1750, 

Indianapolis, IN 46206. 
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NADA No. Name and address 

9757 __ Pfizer, Inc., 235 East 42d St. ( New 

York, NY 10017. 

9770 — See NADA 9767 (Pfizer, Inc.). 

9783 _ 8ee NADA 9767 (Pfizer. Inc.). 

10132--- Walnut Grove Products, 2d and 
Linn St., Division of W. R. Grace 
Co., Atlantic, IO 60022. 

10268_ American Cyanamid Co.. P.O. Box 

400, Princeton. NJ 08540. 

10261_ Merck Sharp & Dohme Research 

laboratories. Division of Merck 
& Co., Inc., Rahway, NJ 07066. 

] o 566 _ Simonsen Manufacturing Co., 

Quimby, IO 51049. 

11090_ See NADA 9526 (Elaneo Products 

Co.). 

11366--- See NADA 9767 (Pfizer, Inc ). 

1 1365— E. R. Squibb & Sons, Inc., P.O. Box 
4000, Princeton. NJ 08640. 

14773 _ Peter Hand Foundation, Inc., 2 

East Madison St., Waukegan, IL 
60086. 

35017--- Thompson-Hayward Chemical Co., 
6200 Speaker Rd., Kansas City, 
KS 66106. 

36019—- See NADA 35017 (Thompson-Hay¬ 
ward Chemical Co.). 

36313--- Feed Additives, Inc., Fremont, NB 
68025. 

36479_- 8. B. Penick Co., 100 Church St., 

New York, NY 10008. 

36654_ Dale Alley Co., P.O. Box 444, 8t. 

Joseph, MO 64502. 

36671— 8ee NADA 36554 (Dale Alley Co.). 

36976_ Standard Chemical Manufactur¬ 

ing Co., 701 South 42d St., Oma¬ 
ha, NB 68103. 

37148--- National Oats Co., 1931 Baugh 
Ave., East St. Louis, IL 62205. 

37641--- See NADA 37148 (National Oats 
Co.). 

37869— See NADA 36313 (Feed Additives. 
Ine.). 

38507- — Texas Nutrition & Service Co., P.O. 

Box 5375, Fort Worth, TX 76108. 

38609 _ See NADA 38507 (Texas Nutrition 

Service Co.), 

38510— See NADA (Texas Nutrition Si 
Srvice Co.). 

38682_ Ultra Life Laboratories, Inc., No. 1 

Ultra Way Drive, Highland, IL 
62249. 

39161 Square Deal Fortification Co. 

Route. IN 46347. 

39401 _ Bresley-Koellng, Inc . Ord. NB 

68862. 

39716 Feed Products, Inc., 1000 West 

47th Ave., Denver, CO 80211. 

39716— See NADA 39715 (Feed Products, 
Inc.). 

39717 — See NADA 39716 (Feed Product*, 
Inc.). 

39718--- 8ee NADA 39715 (Feed Products, 
Inc.). 

89772-.- See NADA 10261 (Merck Sharp & 
Dohme Research Laboratories), 

40014 — Western Feed Supplements, El- 
lensburg, WA 98926. 

42162... See NADA 9525 (Elaneo Products 
Co.). 

42355 — Cbemetron Carp., Chicago, IL 
60611. 

42702. Farmland Industries, Kansas City, 
MO 64116. 

42840 — See NADA 10261 (Merck Sharp & 
Dohme Research Laboratories). 

44626 Western Farmers Association, 
Seattle. WAB8111. 

44795. . Palstaff Brewing Corp., 6060 O&k- 
_. land Ave., St. Louis, MO 64166, 

There!ore. under the . Federal Food, 
Drug, and Cosmetic Act (secs. 409, 505, 
507. 512, 52 Stat. 1052-1053 as amended. 
59 Stat. 463 as amended, 72 Stat. 1785- 
1788 as amended, 82 Stat. 343-351 (21 


U.S.C. 348, 355, 357, 360b)) and the Ani¬ 
mal Drug Amendments of 1968 (sec. 108 
;b) (2), 82 Stat. 353) and under authority 
delegated to him (21 CFR 5.1) (recodifi¬ 
cation published in the Federal Register 
of June 15, 1976 (41 CFR 24262)), the 
Commissioner finds that information and 
data available since the foregoing appli¬ 
cations were approved, together with 
earlier information and reevaluated in 
the light of current scientific knowledge, 
demonstrated that the DES products 
covered by the applications have not 
been shown to be safe for use as approved 
and that the anticancer clause of sec¬ 
tion 512(d)(1)(H) of the act is applic¬ 
able. 

Pursuant to these findings, the Com¬ 
missioner hereby orders: 

1. That the foregoing specifically 
enumerated approvals and all amend¬ 
ments and supplements thereto be and 
they are hereby withdarwn. 

2. That any approval held by any 
sponsor for any DES product which was 
not named in the notice of opportunity 
for hearing but was granted by section 
108(b)(2) of the Animal Drug Amend¬ 
ments of 1968 be and Is hereby with¬ 
drawn. 

3. That all applications with respect to 
an animal feed bearing or containing 
DES that were approved pursuant to 
§ 558.225, except those approved pur¬ 
suant to that regulation for the sponsors 
now, as amended elsewhere in this issue 
of the Federal Register be and they are 
hereby withdrawn. 

This order shall be effective Decem¬ 
ber 27, 1976. 

Dated: November 23,1976. 

Sherwfn Gardner. 

Acting Commissioner 
of Food and Drugs. 

| FR Doc .76-34968 Filed ll-24-7fl;8 45 am I 


Office of Education 

COMMUNITY EDUCATION PROGRAM 

Closing Date for Receipt of Applications for 
Fiscal Year 1977 

Notice is hereby given that pursuant 
to the authority contained in section 405 
of the Education Amendments of 1974, 
Pub. L. 93-380 (20 U.S.C. 1864), appli¬ 
cations are being accepted for the Com¬ 
munity Education Program. This pro¬ 
gram is authorized to make grants to 
State educational agencies (SEA) and to 
local educational agencies (LEA) to pay 
the Federal share of the cost of estab¬ 
lishing, expanding, and maintaining 
community education programs. The 
program is also authorized to make 
grants to institutions of higher educa¬ 
tion (IHE) to develop and establish or 
expand programs which will train per¬ 
sons to plan and operate community ed¬ 
ucation programs. 

Applications must be received by the 
U.S. Office of Education, Application 
Control Center on or before February 7, 
1977. _ 

A. Applications sent by mail. An ap¬ 
plication sent by mail should be ad¬ 


dressed as follows: U.S. Office of Educa¬ 
tion, Application Control Center, 400 
Maryland Avenue SW., Washington, D.C. 
20202, Attention: 13.563. An application 
sent by mail will be considered to be 
received on time by the Application Con¬ 
trol Center if: 

(1) The application was sent by regis¬ 
tered or certified mail not later than 
February 2, 1977, as evidenced by the 
U.S. Postal Service postmark on the 
wrapper or envelope, or on the original 
receipt from the U.S. Postal Service; or, 

(2) The application is received on or 
before the closing date by either the De¬ 
partment of Health, Education, and 
Welfare or the U.S. Office of Education 
mail rooms in Washington, D.C. (In es¬ 
tablishing the date of receipt, the Com¬ 
missioner will rely on the time-date 
stamp of such mail rooms or other doc¬ 
umentary evidence of receipt maintained 
by the Department of Health, Education, 
and Welfare, or the U.S. Office of Edu¬ 
cation.) 

B. Hand delivered applications . An ap¬ 
plication to be hand delivered must be 
taken to the U.S. Office of Education Ap¬ 
plication Control Center, Room 5673, Re¬ 
gional Office Building Three, 7th and D 
Streets. SW., Washington, D.C. Hand de¬ 
livered applications will be accepted daily 
between the hours of 8:00 a.m. and 4:00 
Pjjl Washington, D.C. time except Sat¬ 
urdays, Sundays, or Federal holidays. 
Applications will not be accepted after 
4:00 p.m. on the closing date, February 
7. 1977. 

C. Pre-Applications. No pre-applica¬ 
tions will be required for Fiscal Year 
1977. 

D. State comment. A local educational 
agency must provide a copy of its appli¬ 
cation to the State educational agency of 
the State within which the applicant is 
located concurrently with its submission 
of the application to the Office of Edu¬ 
cation. This information copy should be 
submitted to the State Coordinator for 
Community Education, as designated by 
the Chief State School Officer. For veri¬ 
fication of submission to the SEA, the 
LEA applicant mast enclose in its appli¬ 
cation to the Commissioner, a copy of 
the dated cover letter used to forward a 
copy of its application to the SEA. State 
educational agencies wishing to submit 
advice and comment on any application 
originating within their State may do so 
by forwarding such advice and comment 
to the Community Education Program. 
U.S. Office of Education. (See address be¬ 
low.) Advice and comments received 
from SEAs no later than March 8, 1977 
will be considered in reviewing applica¬ 
tions. 

E. Application information and forms. 
Applications mast be prepared and sub¬ 
mitted in accordance with instructions 
and forms which may be obtained from 
the U.S. Office of Education, Community 
Education Program, Regional Office 
Building Three. Room 5622, 7th and D 
Streets. SW., Washington, D.C. 20202 
(202) 245-0691. 

F. Program information. In formulat¬ 
ing proposals, potential applicants should 
be aware of the amount of funds avail- 
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able for the program this Fiscal Year, 
FY 77. Of $3,553,000 appropriated for the 
program for Fiscal Year 1977, $1,564,000 
is available for grants to State educa¬ 
tional agencies, $1,564,000 Is available 
for grants to local educational agencies, 
and $425,006 is available for grants to 
institutions of higher education. During 
the 1976 Fiscal Year, approximately 550 
applications were received from LEAs, 
approximately 40 from SEAs, and ap¬ 
proximately 70 from IHEs. A total of 93 
grants were awarded: 48 to LEAs. 32 to 
SEAs. and 13 to IHEs. In the LEA cate¬ 
gory. the average grant was $33,000. in 
the SEA category. $47,800, and in the 
IHE category, $43,000. Applicants should 
be aware that funds are generally avail¬ 
able only to cover leadership, adminis¬ 
trative, and coordinating costs as speci¬ 
fied in section 160c.10(c) and other sec¬ 
tions of the regulation. All grants will be 
new awards: no funds are reserved for 
continuation awards. A current grantee 
may apply for a new award on the same 
basis as an applicant not previously 
funded. Projects are for one year in 
duration. 

G. LEA eligibility requirements. Ref¬ 
erence is made to the preamble to the 
Community Education Program Regula¬ 
tion. 40 FR 57926 (December 12, 1975), 
particularly pages 57927 through 57928, 
for a discussion of the term “local edu¬ 
cational agency*’ as used in that regu¬ 
lation. An examination of this discussion 
may provide useful guidance to parties 
planning to file an application for assist¬ 
ance under the program. 

H. Applicable regulations. The regula¬ 
tions applicable to this program are the 
Office of Educat ion General Provisions 
Regulations (45 CFR Part 100a), which 
are included in the Community Educa¬ 
tion Program application package, and 
the Community Education Program Reg¬ 
ulation (45 CFR Part 160c) published 
on December 12, 1975 in the Federal 
Register, also included in the applica¬ 
tion package. 

(20 DJ3.C. 1864; 46 CFR Part 160c.) 

(Catalog of Federal Domestic Assistance 
Number 13.563; Community Education Pro¬ 
gram.) \ 

Dated: November 19,1976. 

Edward Aguirre, 

United Slates Commissioner 
of Education. 

(FR Doc.76-34829 Filed ll-24-76;8:45 ami 


DEPARTMENT OF THE INTERIOR 

Bureau of Land Management 

ALBUQUERQUE DISTRICT MULTIPLE 
USE ADVISORY BOARD 

Meeting 

Notice is hereby given that the Mul¬ 
tiple Use Advisory Board for the Albu¬ 
querque District, Bureau of Land Man¬ 
agement, will meet Monday and Tuesday. 
December 13 and 14, 1976. The* meeting 
on Monday will convene at 1:00 PM at 
the Albuquerque District Office, 3550 Pan 
Amorican Freeway, N.E., and depart im¬ 


mediately to view a part of the land 
involved in a Regional Coal Environ¬ 
mental Statement. The tour will last ap¬ 
proximately four hours and Ls open to 
the public: however, participants other 
than Board Members must furnish their 
own transportation. 

The Tuesday meeting will begin at 8:00 
AM at the Albuquerque District Office. 
Topics on the agenda for consideration 
and development of recommendations 
are: Federal Land Policy Management 
Act of 1976, Amendments to the Mineral 
Leasing Act, The Revenue Sharing Act. 
recycling of the San Juan, the Chaco and 
the Upper Rio Puerco-Cabezon Planning 
Units, and Star Lake-Bisti Coal and Rio 
Puerco Grazing Environmental State¬ 
ments. 

The meeting will be open to the public. 
Time will be made available for public 
statements starting at 3:00 PM. State¬ 
ments should be limited to the items set 
forth in the agenda. Those wishing to 
make an oral statement should inform 
the District Manager prior to the meet¬ 
ing. Written statements may be filed for 
the Board’s consideration by submitting 
them at the meeting or mailing them in 
advance to the Bureau of Land Manage¬ 
ment at the address listed below. Further 
information concerning the meeting may 
be obtained from R. Keith Miller, Dis¬ 
trict Manager, 3550 Pan American Free¬ 
way. NJB.. P.O. Box 6770. Albuquerque. 
New Mexico 87107. Telephone (505) 766- 
2455. 

Minutes of the meeting will be avail¬ 
able at the Albuquerque District Office 
for public inspection and copying thirty 
days after the meeting. 

R. Keith Miller, 
District Manager. 

November 16. 1976. 


|FR Doc.76-34929 Filed 11-24-76:8:45 
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National Park Service 
LOUISE M. BERTSCHY, ET AL. 

Intention to Extend Concession Contract 

Pursuant to the provisions of section 5 
of the Act of October 9. 1965 (79 Stat. 
969; 16 U.S.C. 20). public notice is hereby 
given that on or before December 27, 
1976, the Department of the Interior, 
through the Director of the National 
Park Service, proposes to extend the con¬ 
cessions contract with Mrs. Louise M. 
Bertschy, Harold M. Turner, John F. 
Turner, and Donald M. Turner, Moose, 
WY 83012, authorizing them to continue 
to provide dude ranch and associated 
concession facilities and services for the 
public at Triangle X Ranch, Grand Teton 
National Park for a period of two (2) 
years from January 1. 1975 through 
December 31,1976. 

An assessment of the environmental 
impact of this proposed action has been 
made and it has been determined that it 
will not significantly affect the quality of 
the environment, and that it is not a 
major Federal action having a significant 
impact on the environment under the 
National Environmental Policy Act of 


1969. The environmental assessment may 
be reviewed in the Office of the Super¬ 
intendent, Grand Teton National Park. 
Park Headquarters, Moose, Wyoming 
83012. 

The foregoing concessioners have per¬ 
formed their obligations to the satisfac¬ 
tion of the Secretary under an existing 
contract which expired by limitation of 
time on December 31,1974, and therefore, 
pursuant to the Act of October 9, 1965, 
as cited above, is entitled to be given 
preference in the renewal of the contract 
and in the negotiation of a new contract. 
-However, the Secretary is also required to 
consider and evaluate all proposals 
received as a result of this notice. Any 
proposal to he considered and evaluated 
must be submitted on or before Decem¬ 
ber 27, 1976. 

Interested parties should contact the 
Regional Director, Rocky Mountain Re¬ 
gional Office, P.O. Box 25287, Denver. 
Colorado 80225, for information as to the 
requirements of the proposed contract. 

Dated: August 5,1976. 

Lynn H. Thompson, 

Regional Director , 
Rocky Mountain Region . 

| FR Doc.76-34849 Filed 11-24-76;8:46 am! 


WAKEFIELD NATIONAL MEMORIAL 
ASSOCIATION 

Intention To Issue Concession Limit 

Pursuant to the provisions of section 5 
of the Act of October 9, 1965 (79 Stat. 
969; 16 U.S.C. 20), public notice is hereby 
given that on or before December 27, 
1976, the Department of the Interior, 
through the Superintendent, George 
Washington Birthplace National Monu¬ 
ment, proposes to issue a concession per¬ 
mit to The Wakefield National Memorial 
Association, authorizing it to provide 
concession facilities and services for the 
public at George Washington Birthplace 
National Monument for a period of five 
(5) years from January 1. 1977 through 
December 31, 1981. 

An assessment of the environmental 
impact of this proposed action has been 
made and it has been determined that 
it will not significantly affect the quality 
of the human environment, and that it 
is not a major Federal action under the 
National Environmental Policy Act of 
1969. The environmental assessment may 
be reviewed in the Office of the Superin¬ 
tendent, George Washington Birthplace 
National Monument Washington’s Birth¬ 
place. Virginia 22575. 

The foregoing concessioner has per¬ 
formed its obligations to the satisfaction 
of the National Park Service, under an 
existing permit which expires by limita¬ 
tion of time on December 31, 1976, and 
therefore, pursuant to the Act of Octo¬ 
ber 9, 1965, as cited above, is entitled to 
be given preference in the renewal of the 
permit and in the negotiation of a new 
permit. However, the Secretary is also 
required to consider and evaluate all pro¬ 
posals received as a result of this notice. 
Any proposal to be considered and eval- 
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tiated must be submitted on or before 
December 27* 1976. 

Interested parties should contact the 
Superintendent, George Washington 
Birthplace National Monument for in¬ 
formation as to the requirements of the 
proposed permit. 

Dated: October 1, 1976. 

Don R. Thompson. 

Superintendent. 

| PR Doc.76-34848 Piled 11 -24-70; 8:45 amj 


DEPARTMENT OF LABOR 

Employment and Training Administration 

EMPLOYMENT TRANSFER AND BUSINESS 

COMPETITION DETERMINATIONS UN¬ 
DER THE RURAL DEVELOPMENT ACT 

Applications % 

The organizations listed in the attach¬ 
ment have applied to the Secretary of 
Agriculture for financial assistance in 
the form of grants, loans, or loan guar¬ 
antees in order to establish or improve 
facilities at the locations listed for the 
purposes given in the attached list. The 
financial assistance would be authorized 
by the Consolidated Farm and Rural De¬ 
velopment Act* as amended. 7 U.S.C. 
1924(b). 1932, or 1942(b). 

The Act requires the Secretary of La¬ 
bor to determine whether such Federal 
assistance Is calculated to or is likely to 
result in the transfer from one area to 
another of any employment or business 
activity provided by operations of. the 
applicant. It is permissible to assist the 
establishment of a new branch, affiliate 
or subsidiary, only if this will not result 
In Increased unemployment in the place 
of present operations and there is no 
reason to believe the new facility is being 
established with the intention of closing 
down an operating facility. 

The Act also prohibits such assistance 
if the Secretary of Labor determines 
that It is calculated to or is likely to re¬ 
sult in an increase in the production of 
goods, materials, or commodities, or the 
availability of services or facilities in the 
area, when there is not sufficient demand 
for such goods, materials, commodities, 
services, or facilities to employ the effi¬ 
cient capacity of exLsting competitive 
commercial or industrial enterprises, 
unless such financial or other assistance 
will not have an adverse effect upon ex¬ 
isting competitive enterprises in the area. 

The Secretary of Labor’s review and 
cer tifica tion procedures are set forth at 
29 CFR Part 75. In determining whether 
the applications should be approved or 
denied, the Secretary will take into con¬ 
sideration the following factors: 

1. The overall employment and unem¬ 
ployment situation in the local area in 
which the proposed facility wdll be lo¬ 
cated. 

2. Employment trends in the same In¬ 
dustry in the local area. 

3. The potential effect of the new 
facility upon the local labor market, with 


particular emphasis upon its potential 
impact upon competitive enterprises in 
the same area. 

4. The competitive effect upon other 
facilities in the same industry located in 
other areas (where such competition is 
a factor). 

5. In the case of applications involv¬ 
ing the establishment of branch plants 
or facilities, the potential effect of such 
new facilities on other existing plants or 
facilities operated by the applicant. 

All persons wishing to bring to the at¬ 
tention of the Secretary of Labor any' in¬ 


formation pertinent to the determina¬ 
tions which must be made regarding 
these applications are invited to submit 
such information in writing within two 
weeks of publication of this notice to: 

Deputy Assistant Secretary for Employment 
and Training, 601 D St., NW. Washington, 
D.C. 20218. 

Signed at Washington. D.C. this 22nd 
day of November. 1976. 

Ben Burdetsky, 
Deputy Assistant Secretary for 
Employment and Training. 


Applications received during the %peek ending Nov. 19, 1916 


Name of applicant 


(<ocniloti of culerjiris© Principal product or activity 


Bcrkslm- Transformer. Kant. Conn.. . Manufacture of electronic coil*, truiutfomicw, 

and inductors. 

Junior's Groociy... . Olonta, 8.C_Sales of groceries and gas. 

Captain Roger’* Inc.. .. Lake Bowen, 8.C._Restaurant. 

Thomas E. Jonea...West Bloctou, Ala.Supermarket. 

Jimmy Lee Uowan, M.D.. Union, S.C.. General practice of medicine. 

Jack’s Feed Sendee. Dothan, Ala___Sulea. warehousing, and delivery of animal 

health aids and formula feeds. 

Jensen Printing Co.Oswo, Wis--Newsi»aper publishing and printing. 

Little River Ford, Inc.....Ashdown, Ark..Motor vehicle dealers. 

Smith Gin Co., Inc.—.Odern. Tex..Cotton gin. 

Kintou Agri-.Servicc, Inc...linxtun, Colo_Wholesale of liquid and dry fertilixers. 

Agricultural Service £o.. . Fruitu. Colo.Wholesale distribution of fertUixer, chemical*, 

liquid feed and other farm supplies. 

U to Mountain Equipment, Inc. Cortex, Colo. Sides and service of farm machinery. 


jFR Doc.76 34931 Filed 11-24-76:8:45 am] 


LEGAL SERVICES 
CORPORATION 


COMMITTEE ON APPROPRIATIONS ANO 
AUDIT w 

Meeting 

The next meeting of the Committee on 
Appropriations and Audit of the Legal 
Services Corporation Board of Directors 
will be held on Wednesday, December 15, 
1976, in the Corporation’s offices at 733 
Fifteenth Street, NW, Washington, D.C. 

The meeting will begin at 9:30 a.m. 
and will be for the purpose of consider¬ 
ing and acting on matters concerning in¬ 
vestment of Corporation funds, the use of 
income derived from such investment, 
and the Fiscal Year 1978 budget request 
to the Congress. 

The meeting is open to the public. 

Thomas Ehrlich. 

President. 

[FR Doc.76 34863 Filed 11-24-76:8:46 amj 

NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 

(Notice 70-107] 

LICENSING MANAGEMENT CORP. 

Intent To Grant Foreign Exclusive Patent 
License 

In accordance with the NASA Foreign 
Licensing Regulations, 14 CFR 1245.405 
(e), the National Aeronautics and Space 
Administration announces its intention 
to grant to the Licensing Management 
Corporation, New York, New York, an 
exclusive patent license in Canada, 
France, Great Britain, Japan. Sweden 


and West Germany for the NASA owned 
invention covered by the foreign counter¬ 
parts of U.S. Patent No. 3.888,362 for 
“Cooperative Multiaxis Sensor for Tele¬ 
operation of Article Manipulation Appa¬ 
ratus", which issued to NASA on June 10, 
1975. Copies of the above U.S. Patent can 
be purchased from the U.S. Patent Of¬ 
fice, Department of Commerce, Wash¬ 
ington. D.C., 20231 for $.50 a copy. In¬ 
terested parties should submit written 
inquiries or comments within 60 days of 
this Notice to the Assistant General 
Counsel for Patent Matters. Code GP. 
National Aeronautics and Space Admin¬ 
istration, Washington, D.C., 20546. 

Dated: November 16, 1976. 

' S. Neil Hosenball, 
General Counsel. 

I FR Doc.76-34830 Filed 11-24-70:8:45 am| 


(Notice 76-1081 

LICENSING MANAGEMENT CORP. 

Intent To Grant Foreign Exclusive Patent 
License 

In accordance with the NASA Foreign 
Licensing Regulations. 14 C.F.R. 1245.405 
<e), the National Aeronautics and Space 
Administration announces its Intention 
to grant to the Licensing Management 
Corporation, New York, New York, an 
exclusive patent license in Australia. 
Canada, France, Great Britain. Italy, 
Japan, Sweden and West Germany for 
the NASA owned Inventions covered by 
the foreign counterparts of: (I) U.S. 
Patent No. 3,955,941 for “Hydrogen Rich 
Gas Generator", Issued to NASA on May 
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11,1976, (2) U.S. Patent No. 3,906,913 lor 
"System for Minimizing Internal Com¬ 
bustion Engine Pollution Emission”, Is¬ 
sued to NASA on September 23,1975, (3) 
U.S. Patent Application Serial No. 553,- 
687 for "Improved Hydrogen Rich Gas 
Generator", filed by NASA on December 
27, 1975, and (4) U.S. Patent Applica¬ 
tion Serial No. 487,156 for "Hydrogen 
Rich Gas Generator”, filed by NASA on 
July 10, 1974. Copies of the above U.S. 
Patent Nos. 3,955,941 and 3,906,913 can 
be purchased from the U.S. Patent Office, 
Department of Commerce, Washington, 
D.C., 20231 for $.50 a copy. Copies of the 
U.S. Patent Applications can be pur¬ 
chased from the National Technical In¬ 
formation Service, Springfield, Virginia, 
22150, at a cost of $3.50 a copy. Inter¬ 
ested parties should submit written in¬ 
quiries or comments within 60 days of 
this Notice to the Assistant General 
Counsel for Patent Mattel's, Code GP, 
National Aeronautics and Space Admin¬ 
istration, Washington, D.C., 20546. 

Dated: November 19, 1976. 

S. Neil Hosenball, 
General Counsel. 

|PR Doc.76-34831 Piled 11-24-76:8:46 ami 


1 Notice 76-109) 

SPACE SCIENCE STEERING COMMITTEE 
JUPITER ORBITER PROBE 1981 
(J0P81) AD HOC ADVISORY SUBCOM¬ 
MITTEE 

Rescheduled Meeting 

A meeting of the Space Science Steer¬ 
ing Committee, Jupiter Orbiter Probe 
1981, Ad Hoc Advisory Subcommittee, 
which was originally scheduled for De¬ 
cember 15-17, 1976, and which was an¬ 
nounced in the Federal Register Doc. 
76-95 on Tuesday, November 9, 1976, on 
page 49557, has been rescheduled for 
January 5, 6. and 7, 1977. The previously 
announced hours, place, subject matter, 
and determination that the sessions 
should be closed to the public remain the 
same. 

John M. Coulter, 

Acting Assistant Administrator 
for DOD and Interagency Affairs. 

November 19, 1976. 

_JFR Doc.76-34832 Filed 11-24-76:8:45 oml 


NATIONAL ADVISORY COMMITTEE 
ON OCEANS AND ATMOSPHERE 

NOTICE OF PARTIALLY CLOSED 
MEETING 

November 23,1976. 

Pursuant to Sec. 10(a) (2) of the Fed¬ 
eral Advisory Committee Act, 5 U.S.C. 
App I (Supp. V, 1975), notice is hereby 
given that the National Advisory Com¬ 
mittee on Oceans and Atmosphere 
(NACOA) will hold a meeting Monday 
and Tuesday, December 13, and 14, 1978. 
The Tuesday morning session between 
11:00 a.m. and adjournment at approxi¬ 
mately 12 :00 noon will be closed to the 
public under authorization of the Assist¬ 


ant Secretary of Commerce for Admin¬ 
istration in the determination dated No¬ 
vember 23, 1976, and cosigned by the 
Assistant General Counsel for Adminis¬ 
tration. Closure is necessitated by classi¬ 
fied briefings and discussions by NACOA 
members and agency officials from the 
Departments of Defense, Transportation, 
Commerce, and possibly others, concern¬ 
ing the role of the Merchant Marine with 
regard to national security. All other ses¬ 
sions will be open to the public. 

The Committee, consisting of 25 non- 
Federal members appointed by the Presi¬ 
dent from State and local governments, 
industry, science, and other appropriate 
areas, was established by Congress by 
Public Law 92-125, on August 16, 1971. 
Its duties are to (1) undertake a con¬ 
tinuing review of the marine and atmos¬ 
pheric science and service programs of 
the United States, (2) submit a compre¬ 
hensive annual report to the President 
and to the Congress setting forth an 
overall assessment of the status of the 
Nation’s marine and atmospheric activi¬ 
ties on or before 30 June of each year, 
and (3) advise the Secretary of Com¬ 
merce with respect to the carrying out of 
the purposes of the National Oceanic 
and Atmospheric Administration. All 
members of the Committee have appro¬ 
priate security clearances. 

A general agenda contains the follow¬ 
ing topics: 

Deck m her 13. 1976 
OPEN 

Full day o t briefings on separation and dis¬ 
semination of weather forecasts and warn¬ 
ings begins at 9:16 am. in Room 708 of 
the World Weather Budding, 6200 Auth 
Road, Camp Springs, Maryland, Adjourns 
approximately 5:00 p.m. with a short break 
for lunch from 12:00-12:30. 

Overview: Weather Forecasting in the Na¬ 
tional Weather Service. 

Special Programs in the National Weather 
Service serving aviation, agriculture, otc. 
Dissemination of forecasts and warnings. 
Long range forecasts: problems and pros¬ 
pects. 

The role of the National Meteorological 
Center. 

The role of weather satellites. 

Tour of National Meteorological Center, 
Weather Service Forecast Office, and Satel¬ 
lite Field Service Station. 

River and flood forecasting. 

Applications of new technology. 
Recapitulation and general discussion 

December 14. 1976 

MOBN1NC1-OPEN 

Begins at 9:00 a-in. in Room 6802, Depart¬ 
ment of Commerce Building. Break for 
closed portion at 11:00 a.m. 

Coast Guard future plans. 

Discussion of NACOA work in progress. 

MORNING-CLOSED 

Begins at 11:00 a.m. in Room 6802, Adjourn¬ 
ment at 12:00 noon. 

National Security and the US. Merchant 
Marine. 

AFTERNOON-OPEN 

Begins at 1:00 pjn. in Room 6802 and other 
rooms to toe announced. Adjournment at 
approximately 4:00 pan. 


Working groups on national goals and objec¬ 
tives, marine transportation, air pollution 
monitoring, and weather service opera¬ 
tions. 

The public is welcome at the open ses¬ 
sions and will be admitted to the extent 
of the seating available. Persons wishing 
to make formal statements should notify 
the Chairman in advance of the meet¬ 
ing. The Chairman retains the peroga- 
tive to place limits on the duration of 
oral statements and discussions. Written 
statements may be submitted before or 
after each session. 

A copy of the determination to close 
a portion of tills meeting is available for 
public inspection and copying. 

Additional information concerning 
this meeting may be obtained through 
the Committee's Executive Director, Dr 
Douglas L. Brooks, whose mailing ad¬ 
dress is: National Advisory Committee 
on Oceans and Atmosphere, Department 
of Commerce Building, Room 5225, 
Washington, D.C. 20230. The telephone 
number is 377-3343. 

Douglas L. Brooks, 
Executive Director. 

|FR Doc.76-36047 Piled 11-34-76;8:46 am) 


NUCLEAR REGULATORY 
COMMISSION 

(Docket No. 60-249) 

COMMONWEALTH EDISON CO. 

Issuance of Amendment to Facility 
Operating License 

The U.S. Nuclear Regulatory Commis¬ 
sion (the Commission) has issued 
Amendment No. 24 to Facility Operating 
License No. DPR-25, issued to Com¬ 
monwealth Edison Company (the li¬ 
censee), which revised Technical Speci¬ 
fications for operation of the Dresden 
Nuclear Power Station Unit No. 3 (the 
facility) located in Grundy County, Illi¬ 
nois. The amendment is effective as of its 
date of issuance. 

The amendment incorporated a cor¬ 
rection to the MCPR limits issued by 
Amendment No. 23 to Facility Operating 
License No. DPR-25. The correction adds 
an interim restriction inadvertently 
omitted from Amendment No. 23. 

The Commission has made appropriate 
findings as required by the Act and the 
Commission’s rules and regulations In 10 
CFR Chapter I, which are set forth in the 
license amendment. Prior public notice of 
this amendment was not required since 
the amendment does not involve a signif¬ 
icant hazards consideration. 

The Commission has determined that, 
the issuance of this amendment will 
not result in any significant environmen 
tal impact and that pursuant to 10 CFR 
51.5(d)(4) an environmental impact 
statement or negative declaration and 
environmental Impact appraisal need not 
be prepared in connection with issuance 
of this amendment. 

For further details with respect to 
tills action, see (1) Amendment No. 23 
to License No. DPR-25 issued Novem¬ 
ber 4, 1976 and a related Safety Evalu- 
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ation'of the same date, and (2) Amend¬ 
ment No. 24 to License No. DPR-25 and 
the Commission’s related Safety Evalu¬ 
ation. All of these items are available for 
public inspection at the Commission’s 
Public Document Room, 1717 H Street. 
N.W., Washington, D.C. and at the Mor¬ 
ris Public Library, 604 Liberty Street. 
Morris. Illinois 60451. A single copy of 
items (I) and (2) may be obtained upon 
request addressed to the U.S. Nuclear 
Regulatory Commission, Washington. 
DC 20555, Attention: Director, Division 
of Operating Reactors. 

Dated atBethesda, Maryland, this 15th 
day of November. 1976. 

For the Nuclear Regulatory Commis¬ 
sion. 

Dennis L. Ziemann. 

Chief , Operating Reactors 
Branch No. 2, Division of 
Operating Reactors. 
f FR Doc.76-34654 Filed 11-24-76; 8:45 am] 


(Docket No. 50-254] 

COMMONWEALTH EDISON CO. AND 

IOWA-ILLINOIS GAS AND ELECTRIC 

CO. 

Issuance of Amendment to Facility 
Operating License 

The U.S. Nuclear Regulatory Commis¬ 
sion (the Commission) has issued 
Amendment No. 34 to Facility Operat¬ 
ing License No. DPR-29 issued to Com¬ 
monwealth Edison Company (acting for 
itself and on behalf of the Iowa-Illinois 
Gas and Electric Company), which re¬ 
vised the Technical Specifications for 
operation of the Quad Cities Station 
Unit No. 1 (the facility) located in Rock 
Island County. Illinois. The amendment 
was effective on November 6, 1976. 

The license amendment changed the 
Technical Specifications for the facility 
to authorize startup and operation of 
the reactor with the Reactor Core Isola¬ 
tion Cooling System out of service for a 
period of seven days. 

The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Commis¬ 
sion’s rules and regulations. The Com¬ 
mission has made appropriate findings 
as required by the Act and the Commis¬ 
sion’s rules and regulations in 10 CFR 
Chapter I. which are set forth in the 
license amendment. Prior public notice 
of this amendment was not required since 
the amendment does not involve a sig¬ 
nificant hazards consideration. 

The Commission has determined that 
the issuance of this amendment will not 
result in any significant environmental 
impact and that pursuant to 10 CFR 
51.5(d)(4) an environmental impact 
statement or negative declaration and 
environmental Impact appraisal need not 
be prepared in connection with issuance 
of this amendment. 

For further details with respect to this 
action, see (1) the application for 
amendment dated November 3. 1976, and 


a supplement thereto dated November 6. 
1976, (2> The Commission’s letter to 
Commonwealth Edison Company dated 
November 6.1976, (3) Amendment No. 34 
to License No. DPR-29. and (4) the Com¬ 
mission’s concurrently issued related 
Safety Evaluation. All of these items are 
available for public inspection at the 
Commission’s Public Document Room. 
1717 H Street. N.W., Washington, D.C. 
and at the Moline Public Library. 504 
17th Street, Moline. Illinois 60625. A 
single copy of items (2). (3) and (4) may 
be obtained upon request addressed to the 
U.S. Nuclear Regulatory Commission. 
Washington, D.C. 20555. Attention: Di¬ 
rector. Division of Operating Reactors. 

Dated at Bethesda. Maryland, this 
12th day of November. 1976. 

For the Nuclear Regulatory Commis¬ 
sion. 

Dennis L. Ziemann, 
Chief. Operating Reactors 
Branch No. 2. Division of 
Operating Reactors. 

(FR Doc.76-34653 Filed 11-24-76:8:45 am] 


(Docket Nos. 50-424. 50-4251 

ALVIN W. VOGTLE NUCLEAR PLANT, 
UNIT NOS. 1 AND 2 

Negative Declaration Supporting: Amend¬ 
ments Relating to Change of Ownership 
Interest and Extension of Dates for 
Completion of Construction 

The U.S. Nuclear Regulatory Commis¬ 
sion (the Commission) has reviewed the 
permittee’s proposed amendments to the 
construction permits for the Alvin W. 
Vogtle Nuclear Plant, Units 1 (CPPR- 
108) and 2 <CPPR-109>, located in Burke 
County. Georgia, issued to Georgia Power 
Company. The amendments would au¬ 
thorize (1) the addition of Oglethorpe 
Electric Membership Corporation, Mu¬ 
nicipal Electric Authority of Georgia and 
City of Dalton as co-owners of the sta¬ 
tion with Georgia Power Company and 
(2) the extension for two years of the 
dates for completion of construction of 
Units Nos. 1 and 2. 

The Commission’s Division of Site 
Safety and Environmental Analysis has 
prepared an environmental impact ap¬ 
praisal for the proposed amendments to 
CPPR-108 and CPPR-109 and has con¬ 
cluded that an environmental impact 
statement for this particular action is not 
warranted because there will be no en¬ 
vironmental impact attributable to the 
proposed amendments other than that 
which has already been predicted and 
described in the Commission’s Final En¬ 
vironmental Statement for Alvin W. 
Vogle Nuclear Plant, Units 1. 2, 3 and 4. 
published in March 1974. 

The environmental impact appraisal is 
available for public inspection at the 
Commission’s Public Document Room. 
1717 H Street, N.W.. Washington, D.C. 
and at the Burke County Public Library. 
4th Street. Waynesboro, Georgia 30830. A 
copy may be obtained upon request ad¬ 
dressed to the U.S. Nuclear Regulatory 
Commission. Washington. D.C. 20555. 


Attention: Director, Division of Site 
Safety and Environmental Analysis. 

Dated at Rockville. Maryland, this 5th 
day of November, 1976. 


For The Nuclear Regulatory Commis¬ 
sion. 


B. J. Youngblood, 
Chief , Environmental Projects 
Branch No. 2 , Division of Site 
Safety and Environmental 
Analysis. 


(FR Doc.76-34656 Filed 11-24-76:8:45 am( 


| Docket No. 50-2551 

PALISADES NUCLEAR GENERATING 
PLANT 

Availability of Draft Addendum to the Final 
Environmental Statement 

Notice is hereby given that a Draft 
Addendum to the Final Environmental 
Statement (NUREG-0130) has been pre¬ 
pared by the Commission’s Office of Nu¬ 
clear Reactor Regulation related to the 
proposed conversion of the Palisades 
Plant from a provisional operating li¬ 
cense to a full-term operating license at 
an increased power level. The Palisades 
Plant is located in Van Buren County. 
Michigan and is operated by the Con¬ 
sumers Power Company. 

The Draft Addendum discusses new 
information and changes in the staff 
evaluation or plant design since issuance 
in June 1972 of the Final Environmental 
Statement related to the operation of 
the Palisades Plant. 

The Draft Addendum is available for 
inspection by the public in the Commis¬ 
sion’s Public Document Room at 1717 
H Street. N.W., Washington, D.C. and in 
the Kalamazoo Public Library, 315 South 
Rose Street. Kalamazoo. Michigan. The 
Draft Addendum is also being made 
available at the Department of Manage¬ 
ment and Budget. Lewis Cass Building, 
Lansing. Michigan 48913. and the South¬ 
western Michigan Regional Planning 
Commission, 2907 Division Street, St 
Joseph. Michigan 49085. Requests for 
copies of the Draft Addendum should 
be addressed to the U.S. Nuclear Regu¬ 
latory Commission, Washington, D.C.. 
20555 Attention: Director. Division of 
Site Safety and Environmental Analysis. 

Interested persons may submit com¬ 
ments on the Draft Addendum to the 
Final Environmental Statement for the 
Commission’s consideration. Federal. 
State, and specified local agencies are 
being provided with copies of the Draft 
Addendum (local agencies may obtain 
these documents upon request). 

Comments are due by January 10. 
1977. Comments by Federal. State and 
local officials, or other members of the 
public received by the Commission will 
be made available for public inspection 
at the Commission’s Public Document 
Room in Washington, D.C. and the Kala¬ 
mazoo Public Library, 315 South Rose 
Street, Kalamazoo. Michigan. Upon con¬ 
sideration of comments submitted with 
respect to the Draft Addendum, the 
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Commission's staff will prepare a Final 
Addendum, the availability of which will 
be published in the Federal Register. 

Comments on the Draft Addendum 
from interested members of the public 
should be addressed to the U.S. Nuclear 
Regulatory Commission, Washington, 
D.C. 20555, Attention: Director. Division 
of Site Safety and Environmental 
Analysis. 

Dated at Rockville. Maryland, this 
16th. day of November 1976. 


For the Nuclear Regulatory Commis 
sion. 


Fred J. Clark. 

Acting Chief „ Environmental 
Projects Branch No. 1, Divi¬ 
sion of Site Safety and Envi¬ 
ronmental Analysis. 


|FR Doc.76-34651 Filed 11-24-76:8:45 am] 


(Docket No. 50-321) 

GEORGIA POWER CO. AND OGLETHORPE 
ELECTRIC MEMBERSHIP CORP. 

Issuance of Amendment to Facility 
Operating License 

The U.S. Nuclear Regulatory Commis¬ 
sion (the Commission) has issued 
Amendment No. 39 to Facility Operating 
License No. DPR-57 issued to Georgia 
Power Company and Oglethorpe Electric 
Membership Corporation, which revised 
Technical Specifications for operation of 
the Erwin I. Hatch Nuclear Plant, Unit 
No. 1, located in Applying County, 
Georgia. The amendment is effective as 
of its date of issuance. 

The amendment consists of changes to 
the Technical Specifications to modify 
the requirements related to safety-relief 
valve lift settings and the use of spare 
safety-relief valves. 

The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Commis¬ 
sion's rules and regulations. The Com¬ 
mission has made appropriate findings 
as required by the Act and the Commis¬ 
sion’s rules and regulations in 10 CFR 
Chapter I. which are set forth in the li¬ 
cense amendment. Prior public notice of 
this amendment was not required since 
the amendment does not invlove a sig¬ 
nificant hazards consideration. 

The Commission has determined that 
the issuance of this amendment will not 
result in any significant environmental 
impact and that pursuant to 10 CFR 51.5 
(d)(4) an environmental impact state¬ 
ment or negative declaration and envi¬ 
ronmental impact appraisal need not be 
prepared in connection with issuance of 
this amendment. 

For further details with respect to this 
action, see (1) the application for 
amendment dated September 3, 1976. (2) 
Amendment No. 39 to License No. DPR- 
57 and (3) the Commission’s related 
Safety Evaluation. All of these items are 
available for public inspection at the 
Commission's Public Document Room, 
1717 H Street. N.W., Washington, D.C. 


and at the Appling County Library, 
Parker Street, Baxley, Georgia 31513. 

A copy of items (2) and (3) may be ob¬ 
tained upon request addressed to the 
U.S. Nuclear Regulatory Commission, 
Washington, D.C. 20555, Attention: 
Director, Division of Operating Reactors. 

Dated at Bethesda. Maryland, this 17 
day of November 1976. 


For the Nuclear Regulatory Commis¬ 
sion. 

George Lear, 

Chief . Operating Reactors 
Branch No. 3, Division of 
Operating Reactors. 

(FR Doc.76-34655 Filed ll-24-76;8:45 am) 


(Dockets Nos. 60-277 and 50-2781 

PHILADELPHIA ELECTRIC CO. ET AL. 

Issuance of Amendments to Facility 
Operating Licenses 

The U.S. Nuclear Regulatory Com¬ 
mission (the Commission) has issued 
Amendments Nos. 28 and 27 to Facility 
Operating Licenses Nos. DPR-44 and 
DPR-56, respectively, issued to Philadel¬ 
phia Electric Company, Public Service 
Electric and Gas Company, Delmarva 
Power and Light Company, and Atlantic 
City Electric Company, which revised 
Technical Specifications for operation of 
the Peach Bottom Atomic Power Station, 
Units Nos. 2 and 3, located In Peach 
Bottom. York County, Pennsylvania. The 
amendments are effective as of the date 
that modifications to the pressure actua¬ 
tion devices are completed. 

These amendments will modify the 
Technical Specifications related to the 
Core Spray <CS) and Low Pressure Cool¬ 
ant Injection (LPCI) System injection 
valve open permissive setpoints, Recircu¬ 
lation Pump discharge valve <RPDV) 
closure setpoint and the minimum single 
LPCI pump flow rate. 

The application for the amendments 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Commis¬ 
sion’s rules and regulations. The Com¬ 
mission has made appropriate findings as 
required by the Act and the Commission’s 
rules and regulations in 10 CFR Chapter 
I, which are set forth in the license 
amendments. Prior public notice of these 
amendments was not required since the 
amendments do not involve a significant 
hazards consideration. 

The Commission has determined that 
the issuance of these amendments will 
not result in any significant environmen¬ 
tal impact and that pursuant to 10 CFR 
51.5(d) (4) an environmental statement, 
negative declaration or environmental 
impact appraisal need not be prepared 
in connection with issuance of these 
amendments. 

For further details with respec t to this 
action, see (1) the applications for 
amendments dated August 25, 1975 and 
October 5, 1976, (2) Amendments Nos. 
28 and 27 to Licenses Nos. DPR-44 and 
DPR-66, and (3) the Commission's re¬ 
lated Safety Evaluation. All of these 


items are available for public inspection 
at the Commission’s Public Document 
Room, 1717 H Street NW., Washington. 
D.C. and at the Martin Memorial Li¬ 
brary, 159 E. Market Street. York, Penn¬ 
sylvania 17401. 

A copy of items (2) and (3) may be ob¬ 
tained upon request addressed to the U.S 
Nuclear Regulatory Commission, Wash¬ 
ington, D.C. 20555, Attention: Director 
Division of Operating Reactors. 

Dated at Bethesda. Maryland, this 15th 
day of November 1976. 


For the Nuclear Regulatory Commis¬ 
sion. 


James J. Shea. 

Acting Chief , Operating Re¬ 
actors Branch No. 3, Division 
of Operating Reactors. 


(FR Doc.76-34657 Filed 11-24-76;8:45 am) 


(Docket No. 60-2671 

PUBLIC SERVICE CO. OF COLORADO 

Issuance of Amendment to Facility 
Operating License 

Notice is hereby given that the U.S 
Nuclear Regulatory Commission <the 
Commission) lias issued Amendment No. 
16 to Facility Operating License No. 
DPR-34 issued to Public Service Com¬ 
pany of Colorado which revised Tech¬ 
nical Specifications for operation of the 
Fort St. Vrain Nublear Generating Sta¬ 
tion, located in Weld County, Colorado. 
The amendment is effective as of its date 
of issuance. 

The amendment revises the provisions 
in the Technical Specifications relating 
to administrative controls, including 
changes to the 1 reporting requirements, 
to conform to the Commission’s uniform 
license requirements. 

The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Commis¬ 
sion’s rules and regulations. The com¬ 
mission lias made appropriate findings 
as required by the Act and the Commis¬ 
sion’s rules and regulations in 10 CFR 
Chapter I, which are set forth in the 
license amendment. Prior public notice 
of this amendment was not required 
since the amendment does not involve a 
significant hazards consideration. 

The Commission has determined that 
the issuance of this amendment will not 
result in any significant environmental 
impact aiid that pursuant to 10 CFR 
51.5(d)(4) an environmental statement 
or negative declaration and environmen¬ 
tal impact appraisal need not be pre¬ 
pared in connection with issuance of this 
amendment. 

For further details with respect to this 
action, see (1) the application for 
amendment dated October 21, 1976. <2> 
Amendment No. 16 to License No. DPR- 
34, and (3) the Commission’s related 
Safety Evaluation. All of these items are 
available for public inspection at the 
Commission’s Public Document Room. 
1717 H Street, N.W., Washington, DC. 
and at the Greeley Public Library, City 
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Complex Building. Greeley, Colorado 

80631. 

A copy of items (2) and (3) may be 
obtained upon request addressed to the 
United States Nuclear Regulatory Com¬ 
mission. Washington, D.C. 20555, Atten¬ 
tion: Director, Division of Project 
Management. 

Dated at Bethesda, Maryland, this 
17th day of November, 1976. 

For the Nuclear Regulatory Com¬ 
mission. 

Richard P. Denise. 
Assistant Director for Special 
Projects , Division of Project 
Management. 

j FR Doc.76-34658 Filed 11-24-76; 8:45 am| 


(Docket No. 50-244( 

ROCHESTER GAS & ELECTRIC CORP. 

Issuance of Amendment to Provisional Op¬ 
erating License and Negative Declaration 

The Nuclear Regulatory Commission 
(the Commission) has issued Amend¬ 
ment No. 11 to Provisional Operating 
License No. DPR-18, issued to Rochester 
Gas and Electric Corporation, which re¬ 
vised Technical Specifications for opera¬ 
tion of the R. E. Ginna Nuclear Power 
Plant located in Wayne County. New 
York. The amendment is effective as of 
its date of issuance. 

This amendment authorizes changes 
in the design of Ginna spent fuel storage 
pool from that reviewed and approved ill 
the operating license review and as de¬ 
scribed in the R. E. Ginna Nuclear Power 
Plant Final Safety Analysis Report. The 
changes will increase spent fuel storage 
capacity from 210 to 595 assemblies. 

The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Com¬ 
mission’s rules and regulations. The 
Commission has made appropriate find¬ 
ings as required by the Act and the 
Commission’s rules and regulations in 
10 CFR Chapter I, which are set forth in 
the license amendment. Notice of pro¬ 
posed Issuance of Amendment to Pro¬ 
visional Operating License in connection 
with this action was published in the 
Federal Register on June 14, 1976 (41 
FR 24006 >. No request for a hearing or 
petition for leave to intervene was filed 
following notice of the proposed action. 

The Commission has prepared an en¬ 
vironmental impact appraisal for the re¬ 
vised Technical Specifications aifd has 
concluded that an environmental impact 
statement for this particular action is 
not warranted because there will be no 
significant environmental impact attrib¬ 
utable to the action. 

For further details with respect to this 
action, see (1) the application for amend¬ 
ment dated January 30, as supplemented 
by letters dated May 19, June 3, August 5 
and September 29, 1976, (2) Amendment 
No. 11 to Provisional License No. DPR-18 
and (3> the Commission’s related Safety 
Evaluation and Environmental Impact 
Appraisal. All of these items are avail¬ 


able for public inspection at the Commis¬ 
sion’s Public Document Room, 1717 H 
Street, NW.. Washington, D.C. and at the 
Lyons Public Library. 67 Canal Street. 
Lyons. New York 14489 and at the Ro¬ 
chester Public Library, 115 South Ave¬ 
nue. Rochester, New York 14627. A copy 
of items (2) and (3) may be obtained 
upon request addressed to the U.S. Nu¬ 
clear Regulatory Commission. Washing¬ 
ton, D.C. 20555, Attention: Director, Di¬ 
vision of Operating Reactors. 

Dated at Bethesda. Maryland this 15th 
day of November 1976. 


For the Nuclear Regulatory Commis¬ 
sion. 


A. Schwencer, 

Chief, Operating Reactors 
Branch No. 1. Divisio7i of Op - 
crating Reactors. 


(FR Dor.76-34659 Filed 11 -24-76;8 45 am] 


REGULATORY GUIDE 
Issuance and Availability 

The Nuclear Regulatory Commission 
has issued a guide in its Regulatory 
Guide Series. This series has been de¬ 
veloped to describe and make available 
to the public methods acceptable to the 
NRC staff of implementing specific parts 
of the Commission’s regulations and, in 
some cases, to delineate techniques used 
by the staff in evaluating specific prob¬ 
lems or postulated accidents and to pro¬ 
vide guidance to applicants concerning 
certain of the information needed by the 
staff in its review' of applications for per¬ 
mits and licenses. 

Regulatory Guide 1.105. Revision 1. 
“Instrument Setpoints.” describes a 
method acceptable to the NRC staff for 
complying with the Commission’s regu¬ 
lations with regard to ensuring that the 
instrument setpoints in systems impor¬ 
tant to safety initially are within and re¬ 
main within specified limits. This guide 
was revised as the result of public com¬ 
ment and additional staff review'. 

Comments and suggestions in connec¬ 
tion with (1 > items for inclusion in 
guides currently being developed or (2) 
improvements in all published guides are 
encouraged at any time. Comments 
should be sent to the Secretary of the 
Commission, U.S. Nuclear Regulatory 
Commission. Washington. D.C. 20555. At¬ 
tention: Docketing and Service Section. 

Regulatory guides are available for in¬ 
spection at the Commission’s Public 
Document Room. 1717 H Street NW.. 
Washington, D.C. Requests for single 
copies of issued guides (which may be re¬ 
produced ) or for placement on an auto¬ 
matic distribution list for single copies of 
future guides should be made in WTiting 
to the Director. Office of Standards 
Development. U.S. Nuclear Regulatory 
Commission. Washington. D.C. 20555. 
Telephone requests cannot be accom¬ 
modated. Regulatory guides are not 
copyrighted and Commission approval is 
not required to reproduce them. 

(5 U.S C. 552(a)) 


Dated at Rockville, Maryland, this 16th 
day of November 1976. 

For the Nuclear Regulatory Commis¬ 
sion. 


Robert B. Minogue, 
Director, Office of 
Standards Development. 
(FR Doc.76-34660 Filed 11-24-76:8:45 am| 


| Dockets Nos. 50 324 and 50-3251 

CAROLINA POWER & LIGHT CO. 

Proposed Issuance of Amendments to 
Facility Operating Licenses 

The U.S. Nuclear Regulatory Commis¬ 
sion (the Commission) is considering the 
issuance of amendments to Facility 
Operating Licenses Nos. DPR-71 and 
DPR-62. issued to Carolina Power & 
Light Company (the licensee», for opera¬ 
tion of the Brunswick Steam Electric 
Plant. Units Nos. 1 and 2 located in 
Brunswick County, North Carolina. 

The amendments w*ould allow spent 
fuel discharged from the licensee’s H. B. 
Robinson plant (a pressurized water re¬ 
actor located near Hartsville. South 
Carolina) to be stored at the Brunswick 
Steam Electric Plant (boiling water re¬ 
actors ‘. and would authorize the licensee 
to replace the spent fuel racks at Bruns¬ 
wick with modular racks to both increase 
storage capacity of spent fuel discharged 
from the Brunswick plant and provide 
storage capability for H. B. Robinson 
spent fuel. The amendments are pro¬ 
posed by the licensee’s application for 
amendment dated September 23. 1976. 

Prior to issuance of the proposed 
license amendments, the Commission will 
have made the findings required by the 
Atomic Energy Act of 1954, as amended 
(the Act), and the Commission's rules 
and regulations. 

By December 27. 1976. the licensee may 
file a request for a hearing and any per¬ 
son whose interest may be affected by 
this proceeding may file a request for a 
hearing in the form of a petition for 
leave to intervene with respect to the is¬ 
suance of the amendments to the subject 
facility operating licenses. Petitions for 
leave to intervene must be filed under 
oath or affirmation in accordance with 
the provisions of § 2.714 of 10 CFR Part 
of the Commission’s regulations. A peti¬ 
tion for leave to intervene must set forth 
the interest of the petitioner in the pro¬ 
ceeding. how that interest may be 
affected by the results of the proceeding, 
and the petitioner’s contentions with re¬ 
spect to the proposed licensing action. 
Such petitions must be filed in accord¬ 
ance with the provisions of this Federal 
Register notice and § 2.714, and must be 
filed with the Secretary of the Commis¬ 
sion, U.S. Nuclear Regulatory Commis¬ 
sion. Washington, D.C. 20555, Attention 
Docketing and Service Section, by the 
above date. A copy of the petition and 
or request for a hearing should be sent to 
the Executive Legal Director. U.S. 
Nuclear Regulatory Commission. Wash¬ 
ington. D.C. 20555, and to Richard E. 
Jones. Esquire, Carolina Power & Light 
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Company, 336 Fayetteville Street, 
Raleigh, North Carolina 27602, attorney 
for the licensee. 

A petition for leave to intervene must 
be accompanied by a supporting affi¬ 
davit which identifies the specific aspect 
or aspects of the proceeding as to which 
intervention is desired and specifies with 
particularity the facts on which the peti¬ 
tioner relies as to both his interest and 
his contentions with regard to each as¬ 
pect on which intervention is requested. 
Petitions stating contentions relating 
only to matters outside the Commission's 
jurisdiction will be denied. 

All petitions will be acted upon by the 
Commission or licensing board, desig¬ 
nated by the Commission or by the 
Chairman of the Atomic Safety and 
Licensing Board Panel. Timely petitions 
will be considered to determine whether 
a hearing should be noticed or another 
appropriate order issued regarding the 
disposition of the petitions. 

In the event that a hearing is held and 
a person is permitted to intervene, he 
becomes a party to the proceeding and 
has a right to participate fully in the 
conduct of the hearing. For example, he 
may present evidence and examine and 
cross-examine witnesses. 

For further details with respect to this 
action, see the application for amend¬ 
ment dated September 23, 1976, which is 
available for public inspection at the 
Commission's Public Document Room, 
1717 H Street, N.W., Washington. D.C. 
and at the Southport-Brunswick County 
Library, 109 West Moore Street, South- 
port. North Carolina 28461. 

Dated at Bethesda. Maryland, this 
15th day of November 1976. 


For the Nuclear Regulatory Commis 
sion. 


A. Schwencer, 

Chief , Operating Reactors 
Branch No. 1, Division of 
Operating Reactors . 


IFR Doc 76-34650 Piled 11-24-76:8:45 am] 


| Docket No. 50-318} 

BALTIMORE GAS AND ELECTRIC CO. 

Issuance of Amendment to Facility 
Operating License 

Notice is hereby given that the U.S. 
Nuclear Regulatory Commission (the 
Commission) has issued Amendment No. 
1 to Facility Operating License No. DPR- 
69 issued to Baltimore Gas and Electric 
Company which temporarily suspends 
Appendix A Technical Specification 
3/4.7.8 for operation of the Calvert Cliffs 
Nuclear Power Plant, Unit 2 located in 
Calvert County, Maryland. The amend¬ 
ment is effective as of its date of issu¬ 
ance. 

The amendment temporarily suspends 
the Technical Specification which re¬ 
quires snubber operability, to allow 
snubber recalibration to be performed 
concurrently with post fuel loading hot 
functional testing, prior to initially 
achieving criticality. 


The application for the amendment 
complies with the standards and require¬ 
ments of the Atomic Energy Act of 1954, 
as amended (the Act), and the Commis¬ 
sion's rules and regulations. The Com¬ 
mission has made appropriate findings 
as required by the Act and the Commis¬ 
sion's rules and regulations in 10 CFR 
Chapter I, which are set forth in the 
license amendment. Prior public notice 
of this amendment is not required since 
the amendment does not involve a sig¬ 
nificant hazards consideration. 

The Commission has determined that 
the issuance of this amendment will not 
result in any significant envir onme ntal 
impact and that pursuant to 10 CFR 51.5 
(d)(4) an environmental statement, 
negative declaration or environmental 
impact appraisal need not be prepared 
in connection with issuance of this 
amendment. 

For further details with respect to this 
action, see (1) the application for 
amendment dated November 5, 1976 and 
November 11, 1976, (2) Amendment No. 
1 to License No. DPR-69, and (3) the 
Commission's related Safety Evaluation. 
All of these items are available for pub¬ 
lic inspection at the Commission’s Public 
Document Room, 1717 H Street, N.W.. 
Washington. D.C. and at the Calvert 
County Library, Prince Frederick. Mary¬ 
land. 

A copy of items (2) and (3) may be 
obtained upon request addressed to the 
U.S. Nuclear Regulatory Commission, 
Washington, D.C. 20555. Attention: Di¬ 
rector. Division of Project Management. 

Dated at Bethesda. Maryland, this 
15th day of November 1976. 


For the Nuclear Regulatory Commis¬ 


sion. 


Karl Kniel, 

Chief, Light Water Reactors 
Branch No. 2, Division of 
Project Management . 


|FR Doc.76-34652 Filed 11-24^76:8:45 ami 


STUDY OF WAYS TO IMPROVE THE EFFI¬ 
CIENCY OF FEDERAL/STATE SITTING 

REVIEW 

State Workshops and Additional Panel 
Meetings 

It was announced in the Federal Reg¬ 
ister on October 28, 1976, <41 FR 47293) 
that the Nuclear Regulatory Commission 
is undertaking a study of ways to improve 
the efficiency of Federal/State Siting re¬ 
view 7 and invited comment. 

The National Governors’ Conference is 
sponsoring, under NRC funding, a work¬ 
shop to provide State government views 
to the study. The workshop will convene 
at 9 a.m. on Wednesday and Thursday, 
December 15 and 16 at the Atlanta Amer¬ 
ican Motor Hotel. Atlanta. Georgia. 

This workshop is being held to obtain 
the views of, and to provide the oppor¬ 
tunity for interaction among, State sit¬ 
ing officials; however, they will be open 
to public attendance, observation and 
submission of written statements. Re¬ 


ports of the workshop will be filed in the 
Public Document Room. It is expected 
that a second workshop will be convened 
in late March 1977. Its. date and location 
will be announced in the Federal Regis¬ 
ter. 

Persons who wish further information 
about this workshop or who wish to at- 
tent or submit, a written statement, 
should write Energy Program, National 
Governors' Conference, Suite 202, Hall 
of the States, 444 N. Capitol St.. Wash¬ 
ington, D.C. 20001, or call (202) 624-5370 
(beginning December 3), giving name, 
address, and phone number. Because this 
office is moving, calls before December 3 
can not be completed. 

41 FR 47293 announced the first meet¬ 
ing of a Panel on State Regulatory Ac¬ 
tivity Involved in Need for Power for 
November 11 and 12 and a second meet¬ 
ing for the second week of February 1977. 
Notice is hereby given that the second 
meeting of this panel is scheduled for 
February 10 and 11, 1977; the panel will 
convene at 9 a.m. each day in room 1167, 
1717 H Street. N.W., Washington, D.C. 

41 FR 47293 also announced the first 
meeting of a Success Factor Evaluation 
Panel for November 17 and 18 and indi¬ 
cated that a second meeting of the panel 
would be held during the third week of 
February, 1977. Notice is hereby given 
that the second meeting of the Success 
Factor Evaluation Panel is now sched¬ 
uled for February 16 and 17. 1977; the 
panel will convene at 9 a.m. each day 
in room 1167,1717 H Street, N.W., Wash¬ 
ington, D.C. , 

The panel meetings are being held to 
obtain the opinions of, and to provide the 
opportunity for interaction among, in¬ 
vited experts; however, they will be open 
for public attendance, observation and 
submission of written statements. Re¬ 
ports of the meetings will be filed In the 
NRC Public Document Room. 

Persons who wish further information 
about these panel meetings, or who wish 
to attend or submit a written statement, 
should write Elizabeth McCarthy. Office 
of State Programs, U.S Nuclear Regula¬ 
tory Commission, Washington, D.C. 
20555, or call her at (301) 492-7950. 
giving name, address, and phone number. 

Dated at Bethesda, Md. this 19th day 
of November, 1976. 

For the Nuclear Regulatory Commis¬ 
sion. 

* Robert G. Ryan. 

Director , Office of 
State Programs. 

|PR Doc.76 34997 Filed 11-24-76:8:45 am} 


ADVISORY COMMITTEE ON REACTOR 
SAFEGUARDS WORKING GROUP ON 
ASSESSMENT OF SELECTED LIGHT- 
WATFP RFArTOR SAFETY MATTERS 


Meeting 

In accordance with the purposes of 
Sections 29 and 182b. of the Atomic En¬ 
ergy Act <42 U.S.C. 2039. 2232b.), the 
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ACRS Working Group on Assessment of 
Selected Light-Water Reactor Safety 
Matters will meet on December 3,1976 at 
1717 H Street. N.W., Washington. DC 
20555. The purpose of this meeting is to 
review selected matters related to LWR 
safety referred to it by the NRC. In order 
to carry out its preliminary review of 
these matters, the Working Group will 
divide itself into two ad hoc groups hold¬ 
ing concurrent meetings. 

The agenda shall be as follows: 

Friday, December 3.1976 

8:30 a.m.-9:00 a.m. The entire Work¬ 
ing Group will meet in Room 1046 in 
closed Executive Session, with any of its 
consultants who may be present, to ex¬ 
plore and exchange their preliminary 
opinions, based upon their independent 
review of reports regarding matters 
which should be considered during the 
open sessions in order to formulate a 
Working Group report and recommenda¬ 
tions to the full Committee. 

9:00 am. until conclusion of business. 

Ad Hoc Working Group No. 1 will meet 
in Room 1046 and Ad Hoc Working 
Group No. 2 will meet in Room 1146, each 
in open session, to hear presentations 
and hold discussions with representatives 
of the NRC Staff and the nuclear indus¬ 
try. and their consultants, pertinent to 
selected matters relating to LWR safety. 

At the conclusion of the open session, 
the Working Group may caucus in a 
brief, closed session to determine whe¬ 
ther the matters identified in the initial 
closed session have been adequately cov¬ 
ered and whether the project is ready 
for review by the full Committee. Dur¬ 
ing this session Working Group mem¬ 
bers and consultants will discuss their 
opinions and recommendations on these 
matters. 

In addition to these closed deliberative 
sessions, it may be necessary for the Ad 
Hoc Working Groups to hold one or more 
closed sessions for the purpose of review¬ 
ing internal Commission documents or to 
explore with the NRC Staff and partici¬ 
pants matters involving proprietary in¬ 
formation. It may also be necessary to 
hold a closed session to receive reports 
from individual NRC Staff members who 
may wish to discuss with the ACRS their 
advice, opinions and personnel policy 
suggestions and who may only be willing 
to discuss some matters in a closed ses¬ 
sion. It is the preference of the Working 
Group to have this portion of the meet¬ 
ing in open session. Accordingly, if these 
individuals are willing to discuss their 
opinions in open session, this portion of 
the meeting will be open. 

I have determined, in accordance with 
Subsection 10(d) of Pub. L. 92-483, that 
it Is necessary to close portions of the 
meeting as noted above to protect the 
nee exchange of opinions during the 
Working Group’s deliberative process 
and to protect intra agency memoranda 
^ U.S.C. 552(b)(5)), to protect propri¬ 
etary information (5 U.S.C. 552(b)(4)). 
and to protect the confidentiality of ln- 
t, ina l NRC Staff opinions and recom- 
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mendations. which, if written, would fall 
within the provisions of exemption 5 
U.S.C. 552(b)(5), to promote the full 
and frank exchange of these matters be¬ 
tween individual NRC Staff members and 
tlie ACRS <5 U.S.C. 552(b)(5)), and 
which relate to the internal personnel 
rules and practices of the Commission 
(5 U.S.C. 552(b) (2)), and to prevent the 
disclosure of information of a personal 
nature which would consitute an unwar¬ 
ranted invasion of personal privacy (5 
U.S.C. 552(b) (6)). Separation of factual 
information from the exempt material 
which may be discussed in these closed 
sessions is not considered practical. 

Practical considerations may dictate 
alterations in the above agenda or sched¬ 
ule. The Chairman of the Working 
Group is empowered to conduct the 
meeting in a manner that, in his judg¬ 
ment. will facilitate the orderly conduct 
of business, including provisions to carry 
over an incompleted open session from 
one day to the next. 

With respect to public participation in 
the open portion of the meeting, the fol¬ 
lowing requirements shall apply: 

(a) Persons wishing to submit written 
statements regarding the agenda items 
may do so by providing a readily repro¬ 
ducible copy to the Working Group at 
the beginning of the meeting. Comments 
should be limited to safety related areas 
within the Working Group’s purview. 

Persons desiring to mail written com¬ 
ments may do so by sending a readily re¬ 
producible copy thereof in time for con¬ 
sideration at tills meeting. Comments 
postmarked no later than November 26, 
1976, to Mr. R. L. Wright, Jr. ACRS, 
NRC. Washington, DC 20555 will 
normally be received in time to be con¬ 
sidered at this meeting. 

(b) Those persons wishing to make an 
oral statement at the meeting should 
make a written request to do so, identify¬ 
ing the topics and desired presentation 
time so that appropriate arrangements 
can be made. The Working Group will re¬ 
ceive oral statements on topics relevant 
to its purview at an appropriate time 
chosen by the Chairman of the Working 
Group. 

(c) Further Information regarding 
topics to be discussed, whether the 
meeting has been cancelled or resched¬ 
uled. the Chairman’s ruling on requests 
for the opportunity to present oral state¬ 
ments and the time allotted therefor can 
be obtained by a prepaid telephone call 
on December 2, 1976 to the Office of the 
Executive Director of the Committee 
(telephone 202/634-1919. Attn: Mr. R. L. 
Wright. Jr.) between 8:15 a.m. and 5:00 
p.m., EST. 

<d> Questions may be propounded 
only by members of the Working Group 
and its consultants. 

, (e) The use of still, motion picture, 
and television cameras, the physical in¬ 
stallation and presence of which will 
not interfere with the conduct of the 
meeting, will be permitted both before 
and after the meeting and during any 
recess. The use of such equipment will 
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not, however, be allowed while the meet¬ 
ing is in session. 

(f) Persons with agreements or orders 
permitting access to proprietary infor¬ 
mation may attend portions of ACRS 
meetings where this material is being 
discussed upon confirmation that such 
agreements are effective and relate to 
the material being discussed. 

Tlie Excutive Director of the ACRS 
should be informed of such an agreement 
at least three working days prior to the 
meeting so that the agreement can be 
confirmed and a determination can be 
made regarding the applicability of the 
agreement to the material that will be 
discussed during tlie meeting. Minimum 
information provided should include in¬ 
formation regarding the date of the 
agreement, tlie scope of material In¬ 
cluded in the agreement, the project or 
projects involved, and the names and 
titles of the persons signing the agree¬ 
ment. Additional information may be 
requested to identify the specific agree¬ 
ment involved. A copy of the executed 
agreement should be provided to Mr. R. 
L. Wright, Jr., of the ACRS Office, prior 
to the beginning of the meeting. 

(g) A copy of the transcript of the 
open portion of the meeting will be avail¬ 
able for inspection on or after Decem¬ 
ber 13. 1976 at the NRC Public Docu¬ 
ment Room, 1717 H St., N.W., Wash¬ 
ington, DC 20555. 

Copies of the minutes of the meeting 
will be made available for inspection at 
the NRC Public Document Room 1717 H 
St., N.W., Washington, DC 20555 after 
March 3. 1977. Copies may be obtained 
upon payment of appropriate charges. 

Dated: November 17, 1976. 

John C. Hoyle, 
Advisory Committee. 

Notl\— This Is a republicatlon of a docu¬ 
ment which originally appeared at 41 PR 
61087, November 19,1976. 

IFR Doc.76-34316 Piled 11-17-76; 10:01 am] 

NATIONAL TRANSPORTATION 
SAFETY BOARD 

[N-AR 76-481 

SAFETY RECOMMENDATIONS AND 
RESPONSES 

Availability and Receipt 

Aviation Safety Recommendations .— 
During recent investigations of incidents 
involving inability to stop aircraft on the 
runway, the National Transportation 
Safety Board has found that tlie fric¬ 
tional characteristics of some runway 
surfaces have not been maintained suffi¬ 
ciently to provide effective braking ac¬ 
tion; this is particularly true for surfaces 
in the touchdown zones of runways dur¬ 
ing wet runway conditions. 

The Safety Board believes that such 
conditions pose a serious hazard for em¬ 
ergency takeoff aborts at high gross 
weights when the last 1,000 to 1,500 feet 
of runway are required to stop safely. 
Accordingly, the Board, by letter issued 
November 18 to the Federal Aviation Ad- 
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ministration, recommended that (1) all 
portions of Advisory Circular 150/5320- 
12 applicable to the testing and mainte¬ 
nance of paved runway surfaces be re¬ 
quired as a condition for continuous 
certification of all airports utilized by 
turbine-powered air carri er air craft, and 
be incorporated into 14 CFR Part 139 
(recommendation A-76-136; Class II— 
Priority Followup); and (2) until such 
time as the above provisions of AC 150/ 
5320-12 are made mandatory, require 
that periodic friction surveys, as outlined 
in Chapter 5 of AC 150/5320-12, be con¬ 
ducted on all runways certificated under 
14 CFR Part 139, and require that ap¬ 
propriate corrections be taken if unsafe 
surface conditions exist or that timely 
cautionary notices, such as NOT AMS, be 
Issued if immediate corrections cannot 
be made and operational considerations 
dictate continued use of the runways 
< A-76-137; Class I—Urgent Followup) • 

Railroad Safety Recommendations .— 
Six additional safety recommendations 
have now been released as a result of in¬ 
vestigation of the auto-train derailment 
last May 5 near Jarratt, Virginia. The 
recommendations were issued November 
19 in two separate letters; Nos. R-76-52 
through Rr-76-55 were addressed to the 
Federal Railroad Administration, and 
R-76-56 and R-76-57 were addressed to 
the Association of American Railroads. 
Two earlier recommendations. Nos. Rr- 
76-18 and R-76-19, were issued May 7 
to Auto-Train Corporation (41 FR 19791, 
May 13,1976). 

Investigation indicated that the train, 
traveling about 72 mph on the Seaboard 
Coast Line Railroad, derailed when a 
wheel fractured. The wheel had been 
overheated previously by dragging 
brakes. 

In the letter to FRA, the Safety Board 
notes that present Federal inspection 
procedures will not insure the detection 
of critical conditions in wheels before in- 
service failure. Since corrective action is 
warranted, the Board recommends that 
FRA (1) establish national standards 
for the inspection of railroad wheels that 
will insure detection of critical condi¬ 
tions in wheels before inservice failures 
occur (R-76-52); (2) review the methods 
employed in marking wheels and deter¬ 
mine if the present method of marking 
wheel rims is detrimental to the service 
life of railroad wheels (R-76-53); (3) 
develop a method that does not depend 
on crew observation that will automati¬ 
cally detect when a wheel (s) has failed 
or derailed (R-76-54); and (4) revise 
the Code of Federal Regulations to insure 
that wheels exposed or suspected of being 
exposed to critical temperatures are re¬ 
moved from service (R-76-55). The 
Board desires priority followup action on 
the first three. Class II, recommenda¬ 
tions; the fourth recommendation. Class 
1, is urgent. 

The letter addressed to the Association 
of American Railroads notes that current 
railroad practices do not insure that 
overheated wheels will be removed from 
service before failure. Accordingly, the 
Board asks the Association to establish 
a system to insure that (1) wheels ex¬ 


posed to critical temperatures are re¬ 
moved from service before inservice fail¬ 
ure occurs (R-76-56). and (2) wheels ex¬ 
posed or suspected of being exposed to 
critical temperatures are reported by 
railroad employees (R^76-57). R^76-56 is 
a Class I recommendation; R^76-57, 
Class n. 

More detailed information on the 
derailment may be obtained from the 
formal report, NTSB-R AR-76-11, which 
the Board expects to release in the near 
future. 

Letters in Response to Safety Board 
Recommendations .—During the past 
week, letters were received from the fol¬ 
lowing recommendation addressees; 

Federal Railroad Administration. Re¬ 
sponse dated November 9 concerns rec¬ 
ommendation R-76-23, issued June 18 
following investigation of the November 
19, 1975. grade crossing accident at El- 
wood, Illinois, between an AMTRAK 
turboliner passenger train and a dump 
truck. (See 41 FR 26078, June 24. 1976.) 
The recommendation asked FRA to re¬ 
quire improvements to the coupler as¬ 
sembly on the French-manufactured 
turbotrains currently in service to mini¬ 
mize the possibility of uncoupling under 
crash conditions. 

The November 9 letter indicates that 
on July 15, FRA requested information 
from AMTRAK as to contemplated ac¬ 
tion. FRA quotes from AMTRAK/s Au¬ 
gust 10 reply which states that AMTRAK 
has (1) begun a study to determine the 
resistance to uncoupling when passenger 
rail cars are subjected to high lateral 
force, as was determined during the de¬ 
velopment and evaluation testing of the 
standard AAR Type-H tight-lock cou¬ 
plers; and (2) requested the designers 
and builders of the French railway equip¬ 
ment to furnish data on the ability of the 
European-style coupling system to with¬ 
stand high lateral forces. 

FRA states that in August 1973, two 
French-manufactured turbine train units 
were shipped to the United States as 
demonstrator units and were put Into 
service 2 months later; each of the units 
originally had a maximum coupling ar¬ 
rangement strength of about 38 t ons. At 
FRA’s request, however, AMTRAK re¬ 
cently increased these units’ maximum 
strength to about 110 tons. Four addi¬ 
tional French-built turbine train units, 
imported in early 1975 and put into serv¬ 
ice in April 1975, also were equipped with 
coupling arrangements of 110-ton maxi¬ 
mum strength capacity, according to 
FRA. FRA will monitor AMTRAK's prog¬ 
ress in developing a means to improve 
further the coupling arrangements of the 
six French-manufactured turbine train 
units. FRA notes that this type of train 
now is being manufactured underlicense 
in the United States and is being 
equipped with a standard Type H tight- 
lock coupler. 

Bay Area Rapid Transit District 
{BART ). Letter of November 1 concerns 
recommendations R-76-42 through Rr- 
76-44 and is in response to the Safety 
Board’s request of October 13 which 
sought a more complete description of 


procedures used when a train is moved 
with the automatic train control mal¬ 
functioning. (See 41 FR 46527, Octo¬ 
ber 21, 1976.) In answer, BART has fur¬ 
nished the Board with a copy of the Dis¬ 
trict’s Operations Rules and Procedures 
Manual, pointing particularly to pages 
33 and 34 of the Manual for rules that 
govern mainline manual movement, and 
to pages 42 through 48 for run instruc¬ 
tion information. 

Safety Board Reply to Recommenda¬ 
tion Response. —Board letter to the Fed¬ 
eral Highway Administration concerns 
recommendation H-76-19 and is in reply 
to FHWA's response of October 12. (See 
41 FR 47291, October 28, 1976.) The rec¬ 
ommendation was developed as the re¬ 
sult of investigation of the Surtigas, S.A., 
tank-semitrailer overturn, explosion and 
fire, near Eagle Pass, Texas, April 29. 
1975. The Board takes note of inclusion 
of the recommended action in FHWA’s 
revision of its Federal Aid Highway Pro¬ 
gram Manual 6-2-1-1, “Interim Design 
Standards for Highways,” and FHWA’s 
statement, • the safety related cri¬ 
teria of the directive are established as 
goals * • * ” However, the Board re¬ 
minds FHWA that the recommendation 
called for the criteria established to be 
mandatory for all modified and new con¬ 
struction, and asks for further comments 
with respect to the Board’s view that 
these criteria should be mandatory. 

Safety recommendation letters are avail¬ 
able to the general pubUe; single copies may 
be obtained without charge. Copies of the 
letters responding to safety recommendations 
and Safety Board replies may be obtained at 
a cost of $4.00 for service and 1<X per page for 
reproduction. All requests must be In writing, 
identified by recommendation number and 
date of publication of this Federal Register 
notice. Address inquiries to: Publications 
Unit, National Transportation Safety Board. 
Washington, D.C. 20594. 

(Sec. 307 of the Independent Safety Board 
Act of 1974 (Pub. L. 93-633. 88 Stat, 2172 (4fl 
U.SC. 1906)).) 

Margaret L. Fisher, 
Federal Register Liaison Officer. 

November 22, 1976. 

[FR Doc.76-34847 Filed 11-24-76;8:45 amj 


SECURITIES AND EXCHANGE 
COMMISSION 

ADVISORY COMMITTEE ON REPLACE 
MENT COST IMPLEMENTATION 

Cancellation of Meeting 

This is to give public notice, pursuant 
to section 10(a) of the Federal Advisory 
Committee Act, 5 U.S.C. App. I, 10(a), 
that the Securities and Exchange Com¬ 
mission Advisory Committee on Replace¬ 
ment Cost Implementation meeting 
scheduled to be held on December 6,1976 
at the Securities and Exchange Commis¬ 
sion. 500 North Capitol Street, Wash¬ 
ington, D.C. has been cancelled. 

George A. Fitzsimmons, 
Advisory Committee. 

Management Officer. 

Dated; November 19, 1976. 

[FR Doc.76-34902 Filed 11-24-76:8:45 am) 
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DEPARTMENT OF 
TRANSPORTATION 

Office of Hazardous Materials Operations 

TRANSPORTATION OF HAZARDOUS 
MATERIALS 

Exemption Applications 

In accordance with the procedures 
governing the application for, and the 
processing of, exemptions from the De¬ 
partment of Transportation’s Hazardous 
Materials Regulations (49 CFR Part 107, 
Subpart B), notice is hereby given that 
the Office of Hazardous Materials Opera¬ 
tions of the Materials Transportation 


Bureau has received the applications de¬ 
scribed herein. 

COMMENTS BY: December 28, 1976. 
with respect to applications for a new 
exemption; and December 14, 1976. 
with respect to applications for renewal 
and applications to become a party. 
ADDRESSED TO: Docket Section. Office 
of Hazardous Materials Operations, 
Department of Transportation, Wash¬ 
ington, D C. 20590. Comments should 
refer to the application number and be 
submitted in triplicate. 

FOR FURTHER INFORMATION: Com¬ 
plete copies of the applications are 

New exemptions 


available for inspection and copying at 
the Public Docket Room, Office of 
Hazardous Materials Operations. De¬ 
partment of Transportation, Room 
6500. Trans Point Building, 2100 Sec¬ 
ond Street, SW., Washington, D.C. 
Each mode of transportation for which 
a particular exemption, renewal or party 
status is requested is indicated by a num¬ 
ber in the “Nature of Application*' por¬ 
tion of the table below as follows: 1— 
Motor vehicle, 2—Rail freight, 3—Cargo 
vessel. 4—Cargo-only aircraft. 5—Pas¬ 
senger-carrying aircraft. 


Application Applicant 

No. 


Kegulalioti(s) a fleeted 


Nature of application 


7506-N 
7*1 IN 


7*14-N 

7519- N 

7520- N 
7il2l-N 


7522-N 


7523- N 

7524- N 

7525 N 


7520-N 


7527-N 


7528-N 

7539-N 

7530- N 

7531- N 
7532 N 
7633-N 
7531-N 
7535-N 


7538-N 


7537-N 


7538- N 

7539- N 


7510 N 


7541- N 

7542- N 

7543- N 

7544- N 

7515 N 
7548-N 

7547- N 

7548- N 


Martin Marietta Corp., Orlando, Flu.. 49 CFR 173.57, 173.87 _ 

USPC. Plastic Container Division, 49 CFR. pts. 173,subpts. D. K. 
Hillside, 111. 


Olln C'orp., Stamford, C’onn ... 
The Bsirto Carp., Tesncck, N J. 


Puerto Rico Marino Management, 
Elizabeth, NJ. 

Client Service, Inc., West Chester, Pa. 

Aldrich Chemical Co., Milwaukee, 
Wis. 

Dearborn Chemical Corp.. Lake 
Zurich, III. 

E. I. du Pont de Nemours A Co.. Inc., 
Wilmington. Del. 

Connecticut Valley Arms, Inc., Had- 
dam, Conn. 


411 CFR 173.217(b). 

49 CFR 178.205-7 (b).. 

49 CFR pt. 173. subpt. C; 

(**.36. 

49 CFR 172.400. 177.841(e). 
49 CFR 178.108, pt. 173. 


49 CFR 172.400 

49 CFR 173.314. 173.315 . 

49 CFR 173.107(a) 


Lithium Corp. of America, Bessemer 
City, N.O. 

Chein Service, Inc., West Chester, Pa.. 


49 CFR 173.134. 

49 CFR 172.400...__ 

Central Steel Drum. Newark. N.J_ 19 CFR 173.28 (h), 178.119 10. 


To atilltoiifo shipment of a 10,000 lb/ln*a helium pressurized cylinder in a pro- 
J eel lie containing class A explosive. (Mode I.) 

To authorize shipment of corrosive liquids, except hydrogen peroxide, for which 
DOT Specification 34 drum is pn\serit>ed and flaminablo liquids with flash 
|K»int alwve 20“ F for which the packaging requirement* of sec. 173.119(b) are 
applicable in a non-DOT specification removable head polyethylene container 
without overnaek. (Modes I. 2, and 3.) 

To authorize shipment of oertain oxidizing materials in polyethylene totlh-s 
overpacked in DOT specification 12B lilH-rhoard boxes. (Modes l. 2, 3, and 4.) 

To authorise use of a pressure-sensitive tope, as closure for the 12B til or board 
lx>x. (Modes 1, 2, 3, 4, and 5.) 

16 CFR To authorize shipment of certain flammable and combustible liquids In a non 
DOT specification portable tank. (Mode 3.) 

To authorize packages of excepted quantities of poisons to lie shipped without 
the required label and lti the same vehicle with foodsiuJTs. (Mode I.) 

To authorize use of Ik>xi*s built in accordance to DOT specification L5A except 
that t lie wood is to 1 m? CDX plywood for any commodity for which the ISA 
is authorized. (Modes 1. 2, 3, 4, and 5.) 

To authorize shipment of excepted quantities of class B ituisoiu) in unluMed 
packages. (Modes 1 and 2.) 

To authorize shipment of ummibrnutotrifluromctlmne In DOT siieciflcat ion 91 
and MC 331 containers and mi A A R specification 12QA500W tank car. (Modes 
1, 3. and 3.) 

. .. To authorize shipment of percussion caps In inside plastic flat cans, shrink- 
wrapped onto cardlioard cards. 12 in a chipboard l»o.x f with 8 of these in a 
DOT specification 12B Itox. (Modes 1 and 2.) 

- To authorize shipment of alkyl aluminum halides (triethyl aluminum) in non- 
DOT specification portable tanks. (Modes 1 ami 3.) 

. To authorize, shipment of excepted quantities of corrosive materials and class B 

poisons in unlabeled packages. (Mode 1.) 

To authorize conversion of 18 gage stcrfpS® drums to DOT sficcificatlon 17H 


A J research Manufacturing Co. of Ari¬ 
zona, Phoenix, Ariz. 

Mobay Chemical Corp., Pittsburgh. 
Pa. 

National Aeronautics and Space Ad¬ 
ministration, Washington, D.C. 

Fabricated Metals, Inc., Modena, Pa.. 

II. Muehlstciu A Co., Inc., Green¬ 
wich, Conn. 

IMC Chemical Group, Ino., Allen¬ 
town, Pa. 

Martiu Martel la Chemicals, Charlotte, 
N.O. 

Department of Defense, Washington, 

Lucidol Division of Pcnnwalt Corp., 
BulTalo, N. Y. 

Southern Chemical Products Co., 
Macon, Ga. 

Pelrolitc Corp., St. Louis, Mo._ . . _. 

Stnietural Com politics Industries. 

^Inc,, Azusa. Calif. 

K -L du Pont de Nemours A Co., Inc.. 
Wilmington, Del. 

U.8. Cylinders, Inc., Cltronelle. Ala.-. 

Monsanto Co., St. Louis, Mo. 

Last man Kodak Co., Rochester. N.Y. 


Fabricated Metals, Iuc„ Modena. Pa.. 49 CFR 173.119, 173.125.. 

°12iS^ 1 lS n v A< ' rospace Cor P ' Bcth * CFR 173.302, 173.304, 173.300 
~R®K*,N.Y. 173.314 173 315 


,r , ^ w 173.314,173.316. 

ylvanla, Danvers, Moss. 49 CFR 173.388. 


COM8C, Washington, D.C. 4« CFR 1 10.29 loo_ 


drum for shipping of any hazardous material authorized to br packaged hi a 
1711 drum. (Modes l t 2 and 3.) 

49 C F R 173.302- To authorize shipment of bellmn In a modified DOT specification 39 cylinder 

(Modes 1 and 4.) 

49 CFR 173.119(b)(8)—.To authorize shipment of certain fiammulile liquids hi non-DOT specification 

_ st«*el drums. (Modes 1, 2, and 3.) 

49 CFR 173.88(e)(2)(11), 173.92(b).To authorize shipment of a booster separation motor, class B explosive In a 

, _ propulsive state. (Mode 1.) 

49 CFIt 173.288, 173.272, 173.245. To authorize shipment of nitric acid over 40 pci, 98 pet sulfuric acid and aqua 

rv ». ..... lto ammonia in DOT specification 57 portable tanks. (Modes 1 and 2.) 

49 t/I U LJ.163.~ To autiiorlzt? shipment ofsodiuin chlorate ill non-DOT siiecillcation stool drums. 

^ tJ (Modes 1 and 3.) 

4J Gr K 178.65- - T o authorize shipment of TNT packaged in plywood boxes In accordance with 

... ... United Nations regulations. (Mode 1.) 

4.i cr K 173.245. To authorize shipment of certain corrosive liquids In non-DOT spcdflcaCfbn 

. t cargo tanks. (Mode l.) 

46 Cl* R 146.29 41 - To authorize an increase in draft weights to 4,928 lb for a 5-ton Iwxim and to 

... for a RMon boom. (Mode 3.) 

49 CI* R 173.151 (b)(3) —. lo authorize an increase to 50 lb net weight (dry weight) in each outside box for 

benzol peroxide. (Mode l.) 

49 ( r R 173.24,..To authorize manufacture of a non-DOT specification 55-gal polyethylene drum 

... ,_ 0 for shipment ofeertain corrosive liquids. (Modes 1.2,and 3.) 

4.i brK D3.119. . To authorize shipment of certain flammable liquids In DOT specification 57 

, portable tanks. (Mode 1.) 

49 i v R 173.302,173.301.To authorize shipment of certain nonflammable compressed gases In non-DOT 

4 * Of.- u via specification FRP aluminum lim'd cylinders. (Mode® 1.2,3.4, and 5.) 

i it 173,315... ... .lo authorize shipment of rerLatu flammable and nonflammable compressed 

4 o evn gases In I804ype portable tanks. (Modes 1 and 3.) 

49 t l K 173.303.. . .To authorize shipment of acetylene In a 3 piece steel cylinder having n loncl- 

40 « r . tudinal welded seam. (Modes 1 and 2.) 

1,14 . lo authorize shipment of cortuln flammable .solid waste material in DOT 

iflCDTi ,-con , specification 66 portable tanks. (Mode 1.) 

r i» R i ri ' , '®)’ pt ' l73, sul,p4s - T <> out barter Shipment of those hazardous materials (Kick aged in DOT specific*- 
4., i», R, t». tion 2U containers to In* overjxieked in a modified DOT SfK>ciflratioti 12P 

Hberltoard Ik>\ deviating from flberlioard strength requirements. (Modes I 3 
uud 3.) * * 

To authorize shipment of Isopropmiol and ethyl ncclatc in DOT specification 
67 portable tanks. (Mode® l and 2.) 

To authorize shipment of certain compressed gases in a heat pipe system; 
(Modes 1 and 4.) 

To authorize transportation of palletized arsenical flue-dust and certain other 
poisonous solhls in non-DOT specification meta! drums. (Mode I.) 

To authorize exemption from “over the square of the hatch" prohibition for 
explosive missiles. (Mode 8.) 
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Application Applicant ReffulaticnKs) Nature of application 

No. 


7541HN 

75S0-N 

7551 N 

7552- N 

7553- N 

7554- N 


7565-N 

7656-N 

75T.7-N 

7553-N 

7659-N 


too-n 

7501-N 
75*32-N 
7563-N 


Stauffor Chemical Co., Westport, 4a CFB 173.24$n 
Conn. 

Rockwell IntcrmUimuil, Canoga Pork. 49 CFR 173.2011 . 

Colif. 

KMC Corp., Pbjludelplila, Pa- 


To authorize shipment of rthyl clilorolhlolannatc in module*! DOT gpeciflfuiirm 
.51 partuldo tanks. (Modes 1 nnd 3.) 

. To authorize shipment of a cold trap assembly containing solid sodium eUelo- .1 
in a stainless Steel assembly In a skid booed cleafced plywood cover a*wetul*i\ 
tMode 1.) 

To ftUlhori7o rtupmeul of eprtain Hummable, corrosive, and poisonous Hint, 
rials in damaged containers overpacked in 17C drums, iMode L) 


4*» CFK 173.119, 173.245, 173.340, 

173.348, 173.353, 173.357, 173.35®, 

173.362a. 173.30s, 173.307, 173577. , fW m 

Mobay Chemical Corp., PitPOmnrh, 40 CPR 173.340.. To authorizo shipment or . yclohexyl IsoryoiiHte In non-DOT spenfit-ut 

p ft iwtubie tanks. (Modes !, 2. and 3.) 

Ethyl f'orp Baton Rouge La 40 CFR 17C.74»o)... .. To anthorixe stowage of motor fuel antiknock compound on more than 50 |-1 

* ' ’ of total open «leck urea. (Mode 3.) 

Vartan Associate*. Palo Alto Calif 40 CFB 172.504, 172.400, 173.153, 173.- To authorize shipment of certain hazardous materials In etipeated quuiitltl. 

224, 173.21. without certification of shipping papers, in non-DOT packaging withou: 

Itilx’ls and to allow corrosives In the same package os otiier matin. . 
(Modes 4 ami 5.) 

ProvosL Cartac* luc V1IU? D Ari]ou. 49 CFK 173.263, 173.365, 173.165 . .To authorize shipment of hydrochloric acid, hydrofloozllldc add, and «odin 
Canada ’ chlorate in liber glass reinforced plastic tanks, (Mode l.) 

Tniimnuclear Inc White Plains N. Y. 4‘J CFR 173.392(c)(7), 172.504.172.506, To authorize shipment of natural uranium concentrate In freight eontmir- 
* rauBnuc,ror * inr * • 17Z50S. bearing the 1MCO plAeard. (Modes 1,2. and 3.) 

Corn Philadelphia. Pu 49 CFR 173.154... To authorize shipment of certain oxidizing materials In a hopper'type pre»m- 

Tennwalt ( orp.. 1 mu i ipma, ra. discharge bulk trailer and a DOT kpedllcatiott 56 container (Modes 1 am! 

Union Carbide Corp.. Tarevtown, 49 CFR 173.315.. .. . To authorize shipment of certain cryogenic liquids in Linde model HTM 

x, Y ’ portable tanks. (Mode 3.) 

Ronson Corn Ocldown, X.J. . . 49 CFR 173.21 <d).. .. To authorize shipment of a cigarette lighter charged With fuel and **qaii>i» 0 

rtotuion orp., with on Ignition dement without Bureau uf Explosives approval. t.\l«>d> 

1,2, ami 3.) 

Martin Marietta Corp.. Orlando. Fla.. 49 CFR 173.57, 173.87, 175.3.To authorize sliipinent of prupvtila containing n helinm pressure vessel imd 

juarun -Man. a cap., » certain explosive items and other imzardous materials. (Mode 5.) 

Ratiid Electroplating Process, Iu<\, 49 CFR 172.400..To authorize shipment of sodium cyanide solutions, In excepted quanUii 

Chicairo 111 * in unlabelod packages, i Mode 1.) 

VMVAC Chrmloal Corn Los An* 49 CFR 173.358_ . To authorize shipment of organic phosphate compounds and mixtures <, 

r-tif 1 to bo dripped in DOT specification 31 drums. (Modes 1.2, and 3.1 

poly Scicnw* Corp.. Niles, 111 . 49CFR 171.242, 173.2* . To authorize shipment ofcbcmlesl kits containing tcttahicorrotivt maten ,! 

I oi> und ot ^er hazardous materials in glass bottles in the same outer ship¬ 

ping container. (Modes I, 2, 3, uml 4.) 


Renewals 


7066-X 


707O-X 


7564-X 
7.565-X 


7566- X 

7567- X 

7568- X 


Compngnicdea Containers Reservoirs, 49 CFR 173.119(b).. 

Ports, France. 

Lea-Ronnl, Inc,. Freeport, N.Y.; 49 CFR 175.630- 

Engollmrdt industries. Providence, 

R.I.; American Cliemlcal A Re¬ 
fining Co., Waterbary, Conn.; 

Technic, In»:.,Cranston, R.L; Auric 
Corp., Newark, N.J.; Oxy Metal 
Industries Corp., Nutley. N.J. 

Inisei Corp., New :tork, N.Y---49 C FR 1 1 3.266(b)(8).... 

Fie*man Aviation, Monroe, La. ..*49 CFR 172.101, 173.3,175.30. 

E. I. du Pont de Nemours A* Co., Inc., 49 CF R 176.78. 

Coriusl^'nc^Joncsboro, Ark.49 CFR 172.101^175.3, 1*5.30 

>V. A. Murphy. Inc., El Monte, Calif.. 49 CFR 176.415- 


To renew and amend USCO SP 35-74 (SP 7066) authorizing shipment of certain 
ilouumible aud combustible liouidsin non-DOT stainless steel portable, tanks 
by both water uud motor carrier. (Modes 1 and 3.) 

To renew SP 7070 authorizing slUpment of a iMtoonotiS solid in non-DOT spe¬ 
cification j me k aging and waiving t he co-mi ogling restrietinns (Modes 4and • i 


To renew C8CG 8P 26-72 authorizing shipment of hydrogen peroxide. n*»i 

over 52 i»cl, In a DOT speeitleatlon 34 container. (Mode 3.) 

To renew KAA exemption 1952C authertzbrg slUpment ol certain liazardou- 
materials in quantities greater tlmn tlmt authorized by the rogumtions an*! 
not allowed for cargo aircraft. (Mode 4.) i. 

To renew USCG SP 21-70 authorizing use of tyi>> KL forklift trucks within 
holds or comparlinents for handling pallets of explosives. (Mode :D 
To renew FAA exemption 1025E authorizing shipment of certain hazardnm 
materials In quontitiei! giTatcr than anthonzed by Hie. regulations and not 
allowed for cargo aircraft. (Mode 4.) f 

To renew USCO SP 37-72 authorizing loading/handling wid ofT-liiadiug 
bagged uitro carbo nitrate in containers 3t a nonisolated facility. 1 mou«- 


Parties to an Exemption 


5080-P 
7306-P 


75)1 P 


Mobil Chemical Co., Richmond, Va-- 49 CFR 173.358(a)01).- 

V.8. Deportment of Defense, Wash- 49 CFR 1*3.57,173.87.... ......- 

ington, D.C. 

Carboline Co., St. Louis, Mo.49 CFR pt. 173 supta. V, E.- i 


compound inDOT°106A300W tonic taurs.' (Mtnle 1> 

To become a party to application 7506-N authorizing sWpmcnt of a KkOW 
|b/!n*a helium pressurize*! cylinder In a proie«-til contnining class A cxplo. n» s. 

Tobwam* a parly to Applimtioit 7AII-N 
alve and flammable liquirls Ui a non-DOT specification polyethylen»> wm- 
tainer. (Modes 1, 2, and 3.) 


This notice of receipt of applications 
for new exemptions, renew T al of exemp¬ 
tions and for party to an exemption is 
published in accordance with section 107 
of the Hazardous Materials Transporta¬ 
tion Act (49 U.S.C. 1806; 49 CFR 1.53 
(e) >. 

Issued in Washington, D.C., on Novem¬ 
ber 16.1976. 

Dr. C. H. Thompson. 

Acting Director , Office of 
Hazardous Materials Operations. 

1 FR Doc.76-34556 Filed 11-24-76:8:45 am 1 


National Highway Traffic Safety 
Administration 

YOUTH HIGHWAY SAFETY ADVISORY 
COMMITTEE 

Meeting 

Pursuant to section 10(a)(2) of the 
Federal Advisory Committee Act (Pub. L. 
92-463; 5 U.S.C. App. I) notice is hereby 
given of a meeting of the Youth Highway 
Safety Advisory Committee to be held on 
January 7, 1977, from 9;00 a.m. to 5:00 
p.m. and January 8, 1977 from 9:00 a.m. 
to 12:00 noon at the DOT Headquarters 


Building, 400 Seventh Street, SW.. Rooms 
5332-5334, Washington, D.C. 

The agenda for this meeting is as 
follows: 

Briefing on Multi-Year Plan (Youth Pro¬ 
grams) . 

Review Draft of “How To Do Manual- * 
Review Provisional Licensing Systems for 
Young Novice Drivers. 

Attendance is open to the interested 
public but limited to the space available. 
With the approval of the Chairman, 
members of the public may present oral 
statements at the meeting. 
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NOTICES 


52119-52145 


For further information, contact Wm. 
H Marsh, Executive Secretary, Room 
5215. 400 Seventh Street. SW., Washing¬ 
ton. D.C., telephone 202-426-2872. 

Any member of the public may present 
a written statement to the Committee at 
any time. 

Issued in Washington, D.C., on Novem¬ 
ber 18. 1976. 

Wm. H. Marsh, 
Executive Secretary. 

[FR Dor.76-34742 Filed ll-24~76;8:45 am) 


PETITIONS TO COMMENCE DEFECT 
PROCEEDINGS 

Denials 

This notice sets forth the reasons for 
tiie denial of petitions to commence a 
proceeding to determine whether to issue 
an order pursuant to section 152(b) of 
the National Traffic and Motor Vehicle 
Safety Act. 15 U.S.C. 1412(b). This notice 
is published in accordance with section 
124 of the Act, 15 U.S.C. 1410a, which 
provides that the National Highway 
Traffic Safety Administration (NHTSA) 
must grant or deny such petitions within 
120 days, and publish in the Federal 
Register the reasons for the denial. 

1. On March 12, 1976, Mr. Steve Mc¬ 
Gregor of Farmington, Michigan, peti¬ 
tioned NHTSA to commence a defect 
proceeding with respect to an alleged 
catalytic converter flammability hazard 
in his 1975 Ford Granada. The petition 
alleged that the carpeting in front of the 
right front passengerjseat caught Are be¬ 
cause of the heat transmitted through 
the floorboards by the converter below. 
The NHTSA conducted a thorough re¬ 
view of all available information, includ¬ 
ing consumer letters, Parts Return Pro¬ 
gram records, accident investigation re¬ 
ports, recall campaign records, Ford 
Motor Company records, and records of 
other manufacturers. Based on this in¬ 
formation, the NHTSA has determined 
that the incident that occurred to Mr. 
McGregor’s Ford is similar to other in¬ 
cidents occurring on nearly all makes 
and models of vehicles equipped with 
catalytic converters, especially when 
there is ignition misfiring or other types 
of engine malfunctions. Heat-related in¬ 
cidents on the 1975 Ford Granada, how¬ 
ever, are not significantly different than 
on other makes and models. Further, the 
carpeting of the Granada does not ignite 
when heated to temperatures nearly 50 
percent higher than the maximum floor- 
pan temperatures obtained during the 
converter temperature tests. As a result 
of the investigation it has been deter-. 
^ ned there is no reasonable pos¬ 
sibility that the order requested in the 
petition would be issued at the conclu¬ 
sion of the investigation. Accordingly, 
the petition is denied. 

2. On March 12, 1976. Mr. Harold 
Remncmg. o£ West Branch. Michigan, 
petitioned that a defect proceeding be 


initiated with respect to an alleged power 
steering problem on 1974 Ford F-100 
trucks. The petition alleged that the 
truck “will not steer below 10 degrees” 
fahrenheit, and is thus unsafe to drive 
at extremely low temperatures. The 
NHTSA conducted a thorough review of 
all available information including con¬ 
sumer letters, Parts Return Program 
records, accident investigation reports, 
recall campaign records, and Ford Motor 
Company records. Based on this in¬ 
formation NHTSA learned that Mr. 
Remilong’s problem was similar to that 
experienced by other Ford truck own¬ 
ers. Ford itself was aware of the prob¬ 
lem and issued two Technical Service 
Bulletins describing the availability of a 
special cold weather power steering fluid 
and steering gear lubes to minimize or 
eliminate increased driver steering effort. 
Petitioner’s dealer, however, appears to 
have been unaware of this remedy. As a 
result. Ford has offered to notify owners 
of power steering equipped four wheel 
drive F-100 and F-250 trucks of the 
availability of this cold weather prepara¬ 
tion. and will revise its owner’s manual 
advising owners of the effects of cold 
weather on those vehicles and action to 
be taken to prevent such occurrences. As 
a result of the investigation it has been 
determined that there is no reasonable 
possibility that the order requested in the 
petition would be issued at the conclusion 
of the investigation. Accordingly, the 
petition is denied. But the agency will 
monitor and evaluate Ford’s remedy and 
in the event it is considered inadequate, 
consideration will be given to initiating 
a defect proceeding. 

3. On January 20, 1976, Mr. Richard 
Gratiot of Lake Forest, Illinois, peti¬ 
tioned NHTSA to commence a defect 
proceeding with respect to an alleged 
safety-related defect in 1972 Volkswagen 
Super Beetle passenger cars which causes 
uneven tire wear and steering instability 
through rear-end swaying or fishtailing 
at speeds over 45 mph. The NHTSA con¬ 
ducted a thorough review of all available 
information, including consumer letters. 
Parts Return Program records, accident 
investigation reports, recall campaign 
records, and manufacturers service 
manuals and bulletins. Based on this in¬ 
formation NHTSA has determined that 
the condition complained of appears to 
be an isolated incident not occurring in 
other 1972 Super Beetles, and that it may 
be attributable to damage that could 
have occurred to the vehicle’s suspension 
in its first 15.000 miles of road life be¬ 
fore Mr. Gratiot purchased it. As a result 
of the investigation it has been deter¬ 
mined that there is no reasonable possi¬ 
bility that the order requested in the 
petition would be issued at the conclusion 
of the investigation. Accordingly, the 
petition is denied. 

4. On January 20. 1976, Mr. Harold 
Cooper of Oxford, Michigan, petitioned 
that a defect proceeding be commenced 


with respect to a possible safety-related 
defect in the steering gear box housing of 
1971 Subaru FF1 vehicles. The NHTSA 
conducted a thorough review of all avail¬ 
able information, including consumer 
letters. Parts Return Program records, 
accident investigation reports, recall 
campaign records, and manufacturers’ 
service manuals and bulletins. Based on 
this information, NHTSA has discovered 
that there have apparently been no spe¬ 
cific failures on warranty claims on the 
steering gear box housing on 1979-72 
Subaru vehicles, indicating that the con¬ 
dition complained of is an Isolated event 
attributable to factors other than vehicle 
design. As a result of the investigation it 
has been determined that there is no rea¬ 
sonable possibility that the order re¬ 
quested in the petition would be issued at 
the conclusion of the investigation. Ac¬ 
cordingly, the petition is denied. 

(Sec. 124, 152, Pub. L. 93-492. 83 Stat. 1470 
(15 U.S.C. 1410a, 1412); delegations ol au¬ 
thority at 49 CFR 1.60 and 49 CFR 501.8 ) 

Issued on November 19, 1976. 

James E. Hofferberth. 

Acting Associate Administrator . 

Motor Vehicle Programs. 
(FR Doc.76-34854 Filed ll-24-76;8:45 am) 

DEPARTMENT OF THE TREASURY 
Internal Revenue Service 
COMMISSIONER'S ADVISORY GROUP 

Open Meeting 

Notice is hereby given that pursuant 
to section 10(a)(2) of the Federal Ad¬ 
visory Committee Act, Pub. L. 92-463. a 
meeting of the Commissioner’s Advisory 
Group will be held on December 14 and 
15, 1976, in Room 3315, Internal Revenue 
Building, 1111 Constitution Avenue. NW., 
Washington, D.C., 20224. The meeting 
will begin at 10:00 a.m. on December 14 
and 9:00 a.m. on December 15. The 
agenda will include various topics con¬ 
cerning the procedures and operations of 
the Internal Revenue Service. 

The meeting will be open to the public. 
It is to be held in a room accommodat¬ 
ing 50 people. In addition to discussion 
of agenda topics by Committee mem¬ 
bers, there will be time for statements 
by non-members. Persons wishing to 
make oral statements should so advise 
the Executive Secretary prior to the 
meeting to aid in scheduling the time 
available. Any interested person may file 
a written statement for consideration by 
the Committee by sending it to the Ex¬ 
ecutive Secretary, Commissioner’s Ad¬ 
visory Group. Room 3011, Internal Rev¬ 
enue Building, mi Constitution Avenue. 
NW.. Washington, D.C. 20224. 

Donald C. Alexander, 
Co7nmissioner. 

November 16, 1976. 

(FR Doc.76 34897 Filed 11-24-76:8:45 am( 
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RULES AND REGULATIONS 


Title 21—Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION, DEPARTMENT OF HEALTH, 

EDUCATION, AND WELFARE 
SUBCHAPTER A—GENERAL 

[Docket No. 76N-0414J 

p ART 2—ADMINISTRATIVE FUNCTIONS, 
PRACTICES, AND PROCEDURES 

Subpart D—Public Hearing Before a Public 
Advisory Committee 

Establishment of Procedures 

The Pood and Drug Administration 
<FDA> is establishing procedures gov¬ 
erning public hearings before public 
advisory committees. Because of the re¬ 
quirements for public notice and par¬ 
ticipation. all proceedings before a pub¬ 
lic advisory committee will constitute a 
public hearing on the matters involved. 
At such a hearing, any interested per¬ 
son will be entitled to present his views 
for the consideration of the advisory 
committee, and the committee proceed¬ 
ings will be part of the administrative 
record on which basis the agency will 
make its determination on that matter. 
These regulations shall be effective De¬ 
cember 27.1976. 

In the Federal Register of May 27. 
1975 (40 FR 22950>, the Commissioner 
of Food and Drugs issued regulations 
governing a broad range of FDA admin¬ 
istrative functions, practices, and proce¬ 
dures. Subpart D of Part 2 of those reg¬ 
ulations. §§ 2.300 through 2.373 (21 CFR 
2.300 through 2.373), consisted of rules 
governing public hearings before a public 
advisory committee. Although these reg¬ 
ulations were published as final, the 
Commissioner allowed 60 days foF com¬ 
ment and delayed their effective date for 
60 days. 

On July 31. 1975. the United States 
District Court for the District of Co¬ 
lumbia issued an Order permanently en¬ 
joining the Commissioner from issuing 
the regulations “without complying, as 
a condition precedent, with the require¬ 
ments of section 553 of the Administra¬ 
tive Procedure Act, 5 U.S.C. 553.“ Amer -' 
ican College of Neuropsychopharma¬ 
cology v. Weinberger, et al.. Civil Action 
No. 75-1186. Accordingly, in the Federal 
Register of August 4,1975 (40 FR 32750), 
the Commissioner stayed the effective¬ 
ness of the regulations until further no¬ 
tice. Pursuant to the Court’s Order, the 
Commissioner had the Court’s Findings 
of Fact, Conclusions of Law. and Order 
published in the Federal Register of Au¬ 
gust 6. 1975 (40 FR 33063). Rather than 
appeal the District Court’s ruling, the 
Commissioner concluded that the more 
appropriate course would be to repub¬ 
lish the May 27 regulations as a proposal. 
This was done on September 3. 1975 (40 
FTR 40682 >, and 30 additional days were 
allowed for comment. 

When the entire set of procedural reg¬ 
ulations was republished as a proposal 
for comment, the Commissioner recog¬ 
nized that it might ultimately prove de¬ 
sirable to issue individual subparts as 
separate final regulations. Subsequently, 
final regulations were published in sep¬ 


arate notices for Subpart C— Public 
Hearing Before a Public Board of In¬ 
quiry, in the Federal Register of June 28. 
1976 (41 FR 26636); and for Subparts 
E. F. and G relating, respectively, to 
Public Hearing Before the Commissioner, 

egulatory Hearing before the Food and 

rug Administration, and Standards of 
Conduct and Conflict of Interest in the 
Federal Register of November 2. 1976 
(41 FR 48258». Subpart D is herein pub¬ 
lished as another of several final regula¬ 
tions codifying the agency's administra¬ 
tive functions, practices, and procedures. 

Certain of the regulations in Subpart 
D contain references to other sections of 
the proposed procedural regulations that 
have not yet been published in final 
form: i.e., cross references within Sub¬ 
part D to other section numbers are as 
stated in the September 3, 1975 proposal. 
For the purpose of maintaining the sub¬ 
stantive integrity of Subpart D as 
adopted, all referenced sections and sub¬ 
parts of the proposed procedural regula¬ 
tions not adopted in final form are being 
adopted as proposed as interim proce¬ 
dures. Should any of these cross-ref¬ 
erenced sections be omitted or renum¬ 
bered when other subparts are finally 
published, or cease to be germane, appro¬ 
priate modifications in the provisions of 
Subpart D will be made at that time. 

The Medical Device Amendments of 
1976 became law on May 28.1976 (Pub. L. 
94-295> subsequent to publication of the 
proposed regulations for Subpart D. The 
amendments require the extensive use of 
public advisory committees in the regula¬ 
tion of devices. The procedures for public 
advisory committees contained in Sub- 
part D will, in most respects, apply to the 
operation of the device advisory com¬ 
mittees. Any additional procedural re¬ 
quirements for device advisory commit¬ 
tees imposed by the amendments will be 
addressed in future Federal Register 
notices. 

The following paragraphs summarize 
the comments received on proposed Sub¬ 
part D and the Commissioners evalua¬ 
tion of and response to the comments. 

1. A comment concerning § 2.300 re¬ 
quested clarification of the use of sub¬ 
committees and the manner in which 
they may be established and w'ork for the 
parent public advisory committee. 

The Commissioner agrees that the reg¬ 
ulation could be clearer on this point, and 
§ 2.300(b) (3> has been amended accord¬ 
ingly. and a new § 2.301(d) added. The 
reference to consultants in § 2.300(b) (3) 
has been deleted from that section and 
incorporated in new § 2.308(e). 

2. One comment, in an apparent ref¬ 
erence to § 2.300(b) (5) (i), suggested 
that the FDA interpretation of what con¬ 
stitutes an advisory committee conflicts 
with the decision in Food Chemical News 
v. Davis, 378 F. Supp. 1048 (D.D.C. 1974). 
In that case, the court concluded that a 
group was convened specifically to give 
advice to a Federal agency and was, 
therefore, an advisory committee. In con¬ 
trast. § 2.300(b) (5) (i) states that an ad 
hoc group called to discuss a matter of 
current interest to the agency, but which 


does not as a group issue a report to or 
advise the agency, is not an advisory 
committee. 

Accordingly, the Commissioner con¬ 
cludes that $ 2.300(b) (5) (i) is consistent 
With the decision in Food Chemical News, 
and no change in the regulation is re¬ 
quired. 

The Commissioner further advises that 
when FDA convenes a group for the pur¬ 
pose of obtaining its advice, or seeks 
the advice of an existing group, the 
group will be an advisory committee 
within the guidelines provided in $ 2.300 
(b> and. therefore, subject to the Fed¬ 
eral Advisory Committee Act (FACA) (5 
U.S.C. App. I). regardless of whether any 
meetings held are ad hoc meetings. This 
policy is consistent with the recent de¬ 
cision in Consumers Union of the United 
States. Inc. v. HEW. et al., C.A. No. 75- 
1250 (D.D.C. March 12. 1976). appeal 
pending No. 76-1385 (D.C. Cir.). In that 
case, the plaintiff requested the court to 
declare that private meetings held be¬ 
tween FDA and representatives of a trade 
association of cosmetic manufacturers 
under $ 2.15(d) (21 CFR 2.15(d)) were 
subject to the FACA. The meetings in 
question w r ere requested by the trade as¬ 
sociation for the purpose of obtaining 
FDA views on an industry-sponsored vol¬ 
untary cosmetic ingredient safety review’ 
program. The district court held that 
the meetings were valid private meetings 
similar to numerous industry-agency or 
consumer-agency meetings that take 
place daily at FDA and other agencies. 
The court distinguished the Food Chem¬ 
ical News case on the dual bases that 
the meetings in the instant case w'erc 
not called to discuss pending agency 
action, and that it was the trade associa¬ 
tion, not FDA. that w r as seeking advice. 

The facts in the Consumers Union case 
distinguish it from the recent decision 
in Center for Auto Safety v. Tiemann. 
C.A. No. 74-1662 (D.D.C. April 28, 1976). 
There, officials of the Federal Highway 
Administration met with various State 
and local highway officials to discuss 
draft regulations. In finding that these 
contacts constituted advisory committee 
meetings within the meaning of the 
FACA, the court ruled that the agency 
had met with the group on several oc¬ 
casions and otherwise communicated 
with the group in the interest of obtain¬ 
ing advice or recommendations. The fact 
that the agency w'ent directly to the 
group for specific advice on pending draft 
regulations distinguishes the Consumers 
Union case. 

The Commissioner believes that the 
Consumers Union decision correctly 
states the law' with respect to the scope 
of the coverage of the FACA. Moreover. 
5 2.300 is consistent with the holding in 
Consumers Union, for the thrust of the 
section is that not all meetings between 
FDA and outside groups, but only those 
where the agency seeks advice, are ad¬ 
visory committee meetings. Thus, a priv^ 
ate meeting requested by a person or 
group to discuss a matter in which such 
person or persons are interested, as pro¬ 
vided in $ 2.15(d), would not be an ad- 
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visory committee meeting since the 
agency would not be seeking advice from 
the person requesting the meeting. 

3. A minor change has been made to 
§ 2.300(b) (2) to clarify the scope of 
activity of FDA technical advisory com¬ 
mittees. 

4. Section 2.300(f) has been changed 
to reflect the new and specific statutory 
requirements applicable to device ad¬ 
visory committees established under the 
Medical Device Amendments of 1976. 
Additional regulations relating to device 
advisory committees will be published in 
the Federal Register in the near future. 

5. A comment from a trade association 
asserted that some FDA advisory com¬ 
mittees. and specifically the OTC drug 
review panels, exceed the scope of their 
responsibilities and charters. To correct 
this, the trade association recommended 
that a new paragraph (d) be added to 
§2.301 that, in effect, would admonish 
advisory committees to limit their activ¬ 
ities to those set forth in their charters. 

The Commissioner concludes that 
there is no need for such a statement 
since it would be no more than a re¬ 
statement of an obvious requirement of 
the FACA. The Commissioner advises, 
however, that § 2.319 should be consulted 
by any person who believes that a com¬ 
mittee is acting beyond the scope of its 
charter or otherwise in violation of law 
or agency regulations. That section 
makes available a number of admini¬ 
strative remedies to any person who be¬ 
lieves that the Commissioner or an ad¬ 
visory committee is failing to comply 
with any provision of the regulations or 
the FACA. The Commissioner believes 
that this remedy is an adequate method 
of ensuring that public advisory com¬ 
mittees operate within their charters. 

6. As indicated in item 1. above, a new’ 
§ 2.301(d) has been added to explain 
w’hen subgroups must be established sep¬ 
arately from the parent committee, and 
the paragraphs following have been re¬ 
numbered accordingly. 

7. A comment suggested that $ 2.301 
(e) (5) be amended to require the ap¬ 
pointment of a public interest represent¬ 
ative to each advisorv committee. 

The Commissioner declines to make 
this amendment. Even though consumer 
representatives are required by statute 
for some advisory committees <e.g.. the 
various device advisory committees 
established under the Medical Device 
Amendments of 1976 relating to classifi¬ 
cation. performance standards, and good 
manufacturing practice requirements) 
and will be appointed by the Commis¬ 
sioner to many other committees. It is 
not desirable to mandate the appoint¬ 
ment of such a representative for every 
committee. For example, when very nar¬ 
row scientific issues are under considera¬ 
tion. it is unlikely that a consumer rep¬ 
resentative could make a meaningful 
contribution unless the person were tech¬ 
nically qualified. 

Section 2.301(e) (5) has been changed, 
however, to reflect the mandatory ap¬ 
pointment of consumer representatives 
to the device advisory committees. A 


RULES AND REGULATIONS 

similar conforming amendment has been 
made to § 2.330(b) (2). 

8. Section 2.302(c) has been amended 
to reflect that the device classification 
panels and the device good manufactur¬ 
ing practice advisory committees are ex¬ 
empted by the Medical Device Amend¬ 
ments of 1976 from the two-year dura¬ 
tion limitation of section 14 of the FACA. 
Also, a conforming amendment was 
made to paragraph <a). 

9. A comment relating to § 2.304 stated 
that FDA advisory committee meetings 
are closed much more frequently in 
actual practice than the regulations 
would indicate. 

The Commissioner acknowledges that, 
in the past, advisory committees have 
met in closed session more frequently 
than was necessary. As noted below in 
the discussion of § 2.318, however, fewer 
meetings will be closed in the future. 
The Commissioner advises that in ac¬ 
cordance with new policy set out in 
§ 2.318. the Commissioner and the Gen¬ 
eral Counsel will review all determina¬ 
tions to close advisory committee meet¬ 
ings to ensure that such meetings are 
closed only when the closing is author¬ 
ized by law and regulations. The Com¬ 
missioner again advises that § 2.319 pro¬ 
vides administrative remedies for any 
person who believes that an advisory 
committee is not functioning in accord¬ 
ance with the FACA and these regula¬ 
tions. 

10. Two additional comments related 
to the closing of advisory committee 
meetings. The first comment generally 
supported the concept of closed meet¬ 
ings on the theory that closing is neces¬ 
sary for an advisory committee to func¬ 
tion properly and to be able to review 
data and information not otherwise 
available for public disclosure. This 
comment stated that paragraphs (c) and 
(d) of § 2.304, which proposed to estab¬ 
lish closed portions of meetings for the 
presentation of data otherwise exempt 
from public disclosure and for closed 
committee deliberations, are particularly 
important. The other comment stated 
that in the preamble explanation of 
§ 2.304(d), FDA claimed much broader 
authority for closing meetings than that 
set out in § 2.304 itself, and questioned 
whether the cases cited in the preamble 
as a legal basis for closing some advisory 
committee meetings in fact provided the 
claimed legal support. 

Both comments were directed at the 
use of the exemption from public dis¬ 
closure provided by the Freedom of In¬ 
formation Act (5 U.S.C. 552(b)(5)) re¬ 
lating to inter- or intra-agency memo¬ 
randa. That exemption, which provides 
that such memoranda are exempt from 
public disclosure, was, until recently, ex¬ 
pressly incorporated in section 10 of the 
FACA as a basis for closing advisory 
committee meetings. The use of the 
5 U.S.C. 552(b) <5) exemption by various 
Federal agencies has been a controver¬ 
sial Issue for several years. On April 6, 
1976, in a suit involving the use of the 
5 U.S.C. 552(b) (5) exemption by the 
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Department of Commerce, the United 
States Court of Appeals for the District 
of Columbia Circuit held that the ex¬ 
emption was available to close certain 
advisory committee meetings.* Aviation 
Consumer Action Project, et al . v. Wash¬ 
burn, No. 75-1086 (D.C, Cir., April 6, 
1976), petition for rehearing en banc 
denied, May 21, 1976. 

The impact of the Washburn decision 
has been substantially blunted, however, 
by the enactment on September 13. 1976, 
of the Government in the Sunshine Act 
(Pub. L. 94-409). This act, W’hich be¬ 
comes effective on March 12. 1977, 

amends section 10(d) of the FACA by 
establishing new criteria for closing ad¬ 
visory committee meetings. As noted 
below in the discussion of § 2.318. the 
Freedom of Information Act exemptions 
will no longer be the standards that gov¬ 
ern the closing of advisory committee 
meetings. Moreover, the legislative his¬ 
tory of the Sunshine Act indicates that 
Congress clearly intends the new criteria 
for closing advisorv committee meetings 
to overrule the Washburn case and 
thereby eliminate the rationale behind 
the application of 5 U.S.C. 552(b) (5) as 
a basis for closing meetings < H. Rept. No. 
94-1441. p. 26). 

On July 6, 1976, prior to the passage of 
the Sunshine Act. .FDA established new 
policy sharply limiting the closing of 
FDA advisory committee meetings. The 
Commissioner believes that the hew FDA 
policy is consistent with the Sunshine 
Act criteria. Briefly stated, under the 
revised policy. FDA advisox*y committees 
will no longer meet in closed session for 
purposes of deliberation, i.e., to formu¬ 
late advice to the agency, unless the 
Commissioner determines that the sub¬ 
ject of the meetings concerns matters 
\yhich, if disclosed, could result in a 
clearly unwarranted invasion of personal 
privacy, reveal trade secrets, or disclose 
other material that is explicitly exempt 
from disclosure. The circumstances un¬ 
der which this new policy will be applied 
and the date of its implementation are 
covered in the discussion of § 2.318 below. 

11. A minor change has been made in 
§ 2.305(b) (9) to reflect that written sub¬ 
missions may be made to an advisory 
committee, through the executive secre¬ 
tary, up to the time a cutoff date is es¬ 
tablished under 5 2.311(c)(2). This 
change was necessary to make § 2.305 
consistent with § 2.311. 

12. A new paragraph (b) <6) has been 
added to § 2.307(b) to acknowledge that 
certain FDA advisory committee meetings 
are routinely held outside the Washing¬ 
ton, DC area. For example, the Board of 
Tea Experts generally holds its annual 
meeting at the FDA district office in 
Brooklyn, NY; the Science Advisory 
Board generally holds its meetings at the 
National Center for Toxicological Re¬ 
search, Jefferson, AR. or at the Univer¬ 
sity of Arkansas in Little Rock, AR. 

Section 2.307(g) was amended to 
clarify that a portion of a meeting will 
be closed by the advisory committee 
chairman only when matters that have 
been determined by the Commissioner to 
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be closed in accordance with § 2.318 are 
to be discussed. 

13. A comment questioned the mean¬ 
ing of proposed § 2.308(a), which possi¬ 
bly would have allowed an advisory com¬ 
mittee to consult with persons in private. 

In order to clarify this section and to 
ensure that such conferences are public, 
a new $ 2.308(c) has been added to en¬ 
sure that such conferences occur only 
during the open portions of meetings and 
that any written comments submitted 
are made part of the official administra¬ 
tive record of the proceeding. 

14. A new paragraph (d) has been 
added to § 2.308 to prohibit Federal em¬ 
ployees from participating in committee 
operations unless they have first been 
cleared for possible conflicts of interest 
by the agency. 

15. A new § 2.308(e) has been added 
specifically to authorize the Commis¬ 
sioner to appoint consultants to an ad¬ 
visory committee. The appointment of 
Federal employees who are not in the De¬ 
partment of Health. Education, and Wel¬ 
fare will be made in the same fashion 
as appointments of nongovernment em¬ 
ployees. The Food and Drug Administra¬ 
tion review procedures involved in the 
appointment of persons as consultants 
will ensure that they have no real or ap¬ 
parent conflict of interest that could in¬ 
terfere with their ability to render im¬ 
partial advice to FDA. An earlier refer¬ 
ence to consultants appearing in § 2.300 

(b) (3) has been deleted from that sec¬ 
tion and the concept incorporated in 
5 2.308(e). 

16. Section 2.311 has been amended to 
provide that sponsors of petitions or ap¬ 
plicants for approval of a particular 
product may be requested to present 
and/or discuss data relative to the prod¬ 
uct at a regularly scheduled advisory 
committee meeting. The request may be 
for an oral presentation before the com¬ 
mittee or for a well-organized written 
summary of relevant information, or 
both. A typical application of this provi¬ 
sion would be for a new drug applica¬ 
tion (NDA> or claimed Investigational 
Exemption for a New Drug (IND) pend¬ 
ing before the agency. A new paragraph 

(c) has been added to accomplish this, 
and the paragraphs following have been 
appropriately renumbered. 

17. A comment relating to § 2.314 
urged the adoption of a requirement that 
a transcript or recording be made of every 
advisory committee meeting. 

Hie Commissioner is aware that a 
number of groups support this comment 
on the grounds that the great number of 
advisory committee meetings make it im¬ 
possible for interested persons to attend 
every meeting in which they are inter¬ 
ested. 

The Medical Device Amendments of 
1976 added a new section 520(i), which 
requires that a transcript be made of 
any proceeding of an advisory committee 
established for the purposes of classify¬ 
ing medical devices under section 513 of 
the act; reviewing proposed regulations 
establishing, amending, or revoking a 
performance standard for a medical de¬ 
vice under section 514(g)(5)(B) of the 
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act; reviewing an order approving, de¬ 
nying approval, or withdrawing approval 
of a premarket approval application for 
a medical device under section 515(g) of 
the act: or reviewing regulations relating 
to good manufacturing practice require¬ 
ments under section 520(f) of the act. 

In light of this congressional expres¬ 
sion of policy, and because nearly half 
of FDA advisory committees will be 
governed by this requirement, the Com¬ 
missioner has concluded that each por¬ 
tion of every FDA advisory committee 
meeting should be transcribed. Section 
2.314 has been amended accordingly. 
Transcriptions of portions of meetings 
that may lawfully be closed under § 2.318 
will not be available for public disclosure, 
but will be maintained by the agency 
as part of the administrative file of a 
matter. 

18. A comment questioned the desira¬ 
bility of the provision in § 2.314(c) per¬ 
mitting any interested person to submit 
a transcript of an open advisory com¬ 
mittee meeting for inclusion in the ad¬ 
ministrative record. The comment cited 
the possibility of inaccuracies or fraud. 

As noted in the discussion in item 17 
above, each portion of every advisory 
committee meeting will be transcribed. 
The transcriptions of open portions of 
committee meetings, which will com¬ 
prise the substantial majority of all 
meetings, will become part of the ad¬ 
ministrative record as provided in 
§ 2.315. Thus, there is no longer a valid 
reason to permit interested persons to 
submit their own transcripts as part of 
the administrative record of a proceed¬ 
ing, and § 2.314(e) (proposed § 2.314(f)), 
has been amended to clarify that a tran¬ 
scription prepared by an interested per¬ 
son while in attendance at an open por¬ 
tion of a meeting shall not become part 
of the administrative record. 

19. A comment questioned the legality 
of § 2.318(b), which states that a deter¬ 
mination to close an advisory committee 
meeting may be made with respect to a 
single meeting or, where appropriate, 
with respect to a series of meetings. 

The Commissioner notes that the reg¬ 
ulations require him and the Chief Coun¬ 
sel to review the agenda for each meet¬ 
ing to determine whether there is a 
legitimate and proper basis for any closed 
portion. The regulations also require the 
agency to publish an agenda for each 
meeting in the Federal Register. In sum, 
even though an advisory committee may 
meet on a continuing basis to discuss one 
particular matter, a separate determi¬ 
nation will be made respecting the pro¬ 
priety of the closing of any portion of 
each meeting, and a separate notice will 
be published in the Federal Register. 
For this reason, the Commissioner con¬ 
cludes that the language in proposed 
§ 2.318(b) authorizing the closing of a 
series of meetings is inappropriate, and 
it has been deleted in the final regula¬ 
tion. 

20. Section 5(c) of the Sunshine Act 
amends section 10(d) of the FACA by 
replacing the nine Freedom of Informa¬ 
tion Act exemptions originally incorpo¬ 
rated in the FACA with the new grounds 


for closing meetings that have been ex¬ 
pressly designed to govern meetings, as 
contrasted with documents. As amended, 
the FACA provides that a portion of an 
advisory committee meeting may, but 
is not required to, be closed when the 
portion of the meeting is likely to: 

(1) Disclose matters that are (A) spe¬ 
cifically authorized under criteria estab¬ 
lished by an Executive order to be kept 
secret in the interests of national defense 
or foreign policy and (B) in fact properly 
classified pursuant to such Executive or¬ 
der; 

(2) Relate solely to the internal per¬ 
sonnel rules and practices of an agency; 

(3) Disclose matters specifically ex¬ 
empted from disclosure by statute (other 
than * • • (the Freedom of Information 
Act) * * *), provided that such statute 
(A) requires that the matters be with¬ 
held from the public in such a manner as 
to leave no discretion on the issue, or <B) 
establishes particular criteria for with¬ 
holding or refers to particular types of 
matters to be withheld; 

(4) Disclose trade secrets and com¬ 
mercial or financial information ob¬ 
tained from a person and privileged or 
confidential; 

(5) Involve accusing any person of a 
crime, or formally censuring any person; 

(6) Disclose information of a personal 
nature where disclosure would constitute 
a clearly unwarranted invasion of per¬ 
sonal privacy; 

(7) Disclose investigatory records 
compiled for law enforcement purposes, 
or information which if written would be 
contained in such records, but only to the 
extent that the production of such rec¬ 
ords or information would (A) inter¬ 
fere with enforcement proceedings, (B> 
deprive a person of a right to a fair trial 
or an impartial adjudication, (C) con¬ 
stitute an unwarranted invasion of per¬ 
sonal privacy, (D) disclose the identity 
of a confidential source and, in the case 
of a record compiled by a criminal law 
enforcement authority in the course of a 
criminal investigation, or by an agency 
conducting a lawful national security in¬ 
telligence investigation, confidential in¬ 
formation furnished only by the confi¬ 
dential source. (E) disclose investigative 
techniques and procedures, or (F) en¬ 
danger the life or physical safety of law 
enforcement personnel; 

(8) Disclose information contained in 
or related to examination, operating, or 
condition reports prepared by, on behalf 
of, or for the use of an agency responsible 
for the regulation or supervision of fi¬ 
nancial institutions; 

(9) Disclose information the prema¬ 
ture disclosure of which would— 

(A) In the case of an agency which 
regulates currencies, securities, commodi¬ 
ties, or financial institutions, be likely to 
(i) lead to significant financial specula¬ 
tion in currencies, securities, or com¬ 
modities, or (ii) significantly endanger 
the stability of any financial institution; 
or 

(B) In the case of any’ agency, be 
likely to significantly frustrate imple¬ 
mentation of a proposed agency action, 
except that subparagraph (B) shall not 
apply in any instance where the agency 
has already disclosed to the public the 
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content or nature of its proposed action, 
or where the agency is required by law 
to make such disclosure on its own initia¬ 
tive prior to taking final agency action 
on such proposal; or 

(10) Specifically concern the agency's 
issuance of a subpena, or the agency's 
participation in a civil action or proceed¬ 
ing, an action in a foreign court or inter¬ 
national tribunal, or an arbitration, or 
the initiation, conduct, or disposition by 
the agency of a particular case of formal 
agency adjudication pursuant to the pro¬ 
cedures in • • • (5 U.S.C. 554) • • • 
or otherwise involving a determination 
on the record after opportunity for a 
hearing. 

The Commissioner notes again that 
with the enactment of the Sunshine Act, 
the controversial 5 U.S.C. 552(b) (5) ex¬ 
emption of the FACA relating to inter- 
or intra-agency documents can no longer 
be used to justify the closing of an ad¬ 
visory committee meeting (see discussion 
hi item 10 above). Under the agency's 
prior procedures, FDA advisory commit¬ 
tees were often allowed to conduct their 
deliberations to formulate final advice 
to the agency in closed session. The clos¬ 
ing of advisory committee deliberations 
frequently afforded a more comfortable 
arena for frank and candid discussion of 
vital and often controversial issues. The 
use of closed advisory committees for this 
purpose, however, has weakened the 
credibility of FDA’s use of advisory com¬ 
mittees, which play a critical role in the 
agency's decisionmaking processes. 

Accordingly, on July 6. 1976. the Com¬ 
missioner decided, as a matter of policy, 
that future FDA advisory committees 
would meet in closed session only when 
trade secret materials were to be dis¬ 
cussed, or the subject matter included 
Information that could cause a clearly 
unwarranted invasion of personal pri¬ 
vacy, or the discussion concerned some 
other matter specifically exempt from 
public disclosure. Meetings at which a 
committee formulated its advice to the 
agency, even when the committee was 
considering and reviewing its own draft 
report, would no longer be held in closed 
session under the new policy. As origi¬ 
nally formulated on July 6. and consist¬ 
ent with court Interpretations of the 
FACA, the revised agency policy would 
have permitted, in rare circumstances, 
the discussion of an existing internal 
agency document such as a draft regu¬ 
lation during a closed portion. Under the 
new Sunshine Act criteria, such discus¬ 
sions will be closed only when the Com¬ 
missioner determines that the premature 
disclosure of a document, eg., a draft 
proposed regulation, would be likely to 
significantly frustrate implementation of 
a proposed agency action. The Commis¬ 
sioner advises that because of the strict 
standards for closing meetings under the 
amended FACA, and in accordance with 
agency policy favoring open meetings, 
this basis will seldom be employed to Jus¬ 
tify closing a meeting. 

The new FDA policy will be fully im¬ 
plemented by January 1, 1977, though 
the Sunshine Act does not become effec¬ 
tive until March 12,1977. In the interim, 
advisory committees will be permitted to 
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continue to operate under the previous 
agency rules, but only until such time as 
the Commissioner, or other senior agency 
official, personally meets with an advi¬ 
sory committee to discuss this policy. 
Section 2.318(b) has been amended to 
reflect the ne^v policy and the new stat¬ 
utory criteria. 

21. Section 2.318(c) has been amended 
to clarify who may attend closed portions 
of advisory committee meetings. Gen¬ 
erally, a portion of an advisory commit¬ 
tee, meeting closed to consider trade se¬ 
crets or confidential commercial or fi¬ 
nancial information may be attended 
only by voting advisory committee mem¬ 
bers, nonvoting consumer representatives 
who have been appointed as special gov¬ 
ernment employees as provided in § 2.330 
<b), the executive, secretary, a tran¬ 
scriber, consultants, persons making 
presentations to the committee in ac¬ 
cordance with § 2.304(c), and such other 
regular FDA employees (including mem¬ 
bers of the Office of the Chief Counsel) 
as the chairman may invite. Such closed 
portion may not be attended by consumer 
representative members who are not spe¬ 
cial government employees, and may not 
be attended by nonvoting industry rep¬ 
resentatives whether or not such persons 
have been appointed as special govern¬ 
ment employees. 

A portion of an advisory committee 
meeting clased to discuss matters related 
to personal privacy, or to discuss some 
other matter for_which a closed meeting 
is permitted, may be attended only by 
advisory committee members (including 
all voting and nonvoting members), the 
executive secretary, a transcriber, and 
other regular FDA employees (including 
members of the Office of the Chief Coun¬ 
sel) as the chairman may invite. 

The reasons why and the circum¬ 
stances under which nonvoting consumer 
representatives may attend portions of 
meetings closed to consider trade secrets 
or confidential commercial or financial 
information are discussed below in the 
consideration of § 2.330. 

22. A comment, in reference to § 2.322, 
inquired about the type of hearings that 
the Toxicology Advisory Committee will 
hold, and questioned whether the com¬ 
mittee "will be the only body competent 
to make such crucial determinations for 
the Agency.” 

The functions of the Toxicology Ad¬ 
visory Committee are summarized in 
§ 2.340. While the Toxicology Advisory 
Committee la involved generally with 
problems of methodology and interpre¬ 
tation of toxicology testing, the Commis¬ 
sioner advises that the committee was 
established primarily to provide advice 
and to make recommendations on sci¬ 
entific issues involving the application of 
the various anticancer clauses of the act, 
except as specifically required by the 
provisions of section 706(b) (5) (C) of the 
act (21 U.S.C. 376(b) (5) (C)) and 5 2.363 
(a)(2), relating to color additives. The 
use of this committee enables the agency 
to apply the law consistently. 

The Commissioner further advises that 
the Toxicology Advisory Committee is in 
every respect a public advisory committee 
governed by the provisions of this sub- 
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part. Accordingly, the committee will 
hold hearings as described in § 2.304 
whenever the Commissioner concludes 
that it is appropriate to obtain an inde¬ 
pendent review of any scientific issue in¬ 
volving the various anticancer clauses of 
the act. 

The Commissioner also notes that ns 
an advisory committee, the Toxicology 
Advisory Committee does not make '‘de¬ 
terminations.'' Rather, the Toxicology 
Advisory Committee makes recommen¬ 
dations to the Commissioner concerning 
scientific issues. The issues on which the 
Committee's advice is sought may indeed 
often be “crucial," but responsibility for 
their resolution remains with FDA. 

23. Several comments addressed § 2.330 
<b> (2) <ii) and the proposal to designate 
all industry representatives serving on 
advisory committees as special govern¬ 
ment employees. The great majority of 
the comments opposed this provision on 
the grounds that nonvoting industry liai¬ 
son representatives would be placed in 
tiie unfair position of unwittingly violat¬ 
ing the federal conflict of interest 
statutes if they offered to serve on a com¬ 
mittee. Moreover, the comments noted, 
industry representatives are selected to 
serve on FDA advisory committees pre¬ 
cisely because of their knowledge, exper¬ 
tise, and involvement with their particu¬ 
lar industry. 

The Commissioner has carefully con¬ 
sidered the comments submitted in re¬ 
sponse to this provision and has con¬ 
cluded that there no longer appears to 
be sufficient reason to require that con¬ 
sumer and industry representatives be 
appointed as special government em¬ 
ployees. A primary reason for this pro¬ 
vision being proposed was to enable 
consumer and industry liaison members 
to have access to internal agency docu¬ 
ments or to be present at closed advisory 
committee meetings without triggering 
the uniform disclosure requirements of 
the Freedom of Information Act. Recent 
court decisions, most notably the “Wash- 
bum" case discussed earlier, have ac¬ 
knowledged that the status of advisory 
committee members Is different from 
that of the general public. Accordingly. 
§ 2.33(Kb) (2) (ii) has been amended to 
reflect that nonvoting members may be 
special government employees, but ap¬ 
pointment of nonvoting members as spe¬ 
cial government employees is not man¬ 
datory. Industry or consumer represen¬ 
tatives who elect to become special gov¬ 
ernment employees will be eligible to be 
paid for their services and may also re¬ 
ceive reimbursement for travel expenses 
and per diem. By providing compensa¬ 
tion to those persons who become special 
government employees, it will be pos¬ 
sible for many persons to serve on FDA 
advisory committees who otherwise, for 
financial reasons, would not be able to 
do so. Section 2.335, relating to compen¬ 
sation of public advisory committee 
members, has also been amended to re¬ 
flect this revised policy. 

24. Two comments stated that the cri¬ 
teria for removing a member from an 
advisory committee itemized in § 2.330(f) 
should include the same prohibitions 
against bias or prejudice as $ 2.202(a) 
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provides for members of a Public Board 
of Inquiry. 

The Commissioner has carefully con¬ 
sidered this recommendation and has 
concluded that a change in the regula¬ 
tion is unnecessary. Unlike a Public 
Board of Inquiry, public advisory com¬ 
mittees generally do not function as tri¬ 
bunals. Rather, they advise and make 
recommendations to the Commissioner. 
The matters on which advice is sought 
often make it advisable for committee 
members to have special technical ex¬ 
pertise, and individual members are fre¬ 
quently selected for that reason. It is not 
realistic to expect that all members will 
lack views on. and perhaps even prior 
experience with, the matters on which 
their advice is sought. At the same time, 
PDA will attempt to select committee 
members who have not previously taken 
a position on any of the matters to come 
before them. Furthermore, unless a stat¬ 
ute provides otherwise, any voting mem¬ 
ber of a committee would be disqualified 
by Federal conflict of Interest require¬ 
ments from advising on any matter in 
which his ability to provide independent 
advice might be, or appears to be. com¬ 
promised by significant financial or other 
relationship to the manufacturer or 
seller of a product regulated by FDA. 
■'The Commissioner notes that the Radi¬ 
ation Control for Health and Safety Act 
of 1968 (Pub. L. 90-602) provides that 
five members of the Technical Electronic 
Product Radiation Safety Standards 
Committee shall be selected from the 
affected industries, and $ 2.330(b) (1) (ii) 
lias been changed to reflect their par¬ 
ticular status.) 

To assure that the advice provided to 
the agency is unbiased, the Commissioner 
believes that the proper course is to 
attempt conscientiously to establish com¬ 
mittees that are balanced in terms of 
points of view, rather than eliminate any 
member who may have a particular view¬ 
point on an issue before the committee. 
Section 2.301(e)(2) requires that mem¬ 
bership on an advisory committee shall 
be balanced in terms of points of view 
presented in light of the functions to be 
performed. This is reiterated in $ 2.330 
(b)(1) (i). Accordingly, the recommen¬ 
dation that § 2.330 be amended to include 
the language and criteria of 5 2.202(a) 
is not accepted. 

25. As indicated in the discussion in 
item 7 above, 5 2.330(b)(2) has been 
amended to reflect that industry and 
consumer representatives are required 
for certain advisory committees, e.g., de¬ 
vice advisory committees. 

26. A new § 2.330(g) has been added 
to clarify the distinction between con¬ 
sultants and advisory committee mem¬ 
bers. This new section is necessary as a 
result of the amendments to § 2.308(c). 

27. The Office of the Consumer Pro¬ 

grams suggested that the selection pro¬ 
cedures for non voting members in § 2.332 
be amended to include the selection of 
members to serve on subcommittees as 
well as committees. j 

The Commissioner has accepted this 
suggestion, and the selection procedures 
in 5 2.332 have been changed to apply to 
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the selection of nonvoting members to 
serve on subcommittees when the Com¬ 
missioner determines that a nonvoting 
member is required. 

28. Two comments urged that more 
than one industry representative be ap¬ 
pointed to serve on advisory committees 
when circumstances require such addi¬ 
tional representation to present a bal¬ 
anced viewpoint or to ensure a broad 
spectrum of technical expertise. 

The Commissioner notes that the pro¬ 
visions of § 2.332(b) permit the Commis¬ 
sioner to appoint more than one indus¬ 
try or consumer representative in those 
rare Instances in which such additional 
representation Is needed. Therefore, no 
change in § 2.332 is required. 

29. Section 2.332(b) has been changed 
to clarify that the Commissioner retains 
the final authority to appoint nonvoting 
members of advisory committees even 
though nonvoting members will ordi¬ 
narily be selected through the procedures 
established in paragraphs (c) and (d) 
of § 2.332. 

30. The Commissioner has reconsid¬ 
ered the selection procedures for con¬ 
sumer representatives provided in § 2.332 
(c). He concludes that to permit individ¬ 
uals to vote on an equal basis with groups 
or organizations that have a history of 
active involvement in matters relating to 
FDA could unfairly distort the selection 
process. Accordingly, § 2.332(c) (1) and 
(4) have been changed to limit voting on 
nominees for consumer representatives 
to groups or organizations. Individuals 
may continue to nominate representa¬ 
tives. although the regulations encourage 
individuals to make nominations through 
groups or organizations. The time for 
submission of nominations has been 
shortened from 60 days to 30 days in or¬ 
der to eliminate unnecessary delays in 
the selection process. 

The Commissioner also concludes that 
proposed § 2.332(c) failed to identify 
clearly the types of organizations that 
may participate in the selection process. 
Accordingly, 5 2.332(c) (3) has been 
amended to spell out in detail the criteria 
for. and the types of. groups or organiza¬ 
tions entitled to vote upon the nominees. 

Section 2.332(c) (4) has been changed 
to reflect that the ballot will contain 
names of from three to five qualified 
nominees. As proposed, the paragraph 
implied that all persons nominated 
would automatically be placed on the 
list. This could have resulted in an un¬ 
necessary administrative burden for the 
agency and would have made the selec¬ 
tion process more confusing to the vot¬ 
ing organizations. The Commissioner 
notes that eligible nominees not placed 
on a ballot or not selected will remain 
in a pool of persons available for future 
appointment. 

31. A comment relating to 5 2.332 
urged revision of the procedures for se¬ 
lecting industry and consumer repre¬ 
sentatives to provide for the expeditious 
naming of replacements or substitutes 
when liaison members are absent due to 
illness or other reasons. 

The Commissioner concludes that 
substitutes should not be appointed be¬ 
cause it Is unlikely that a person selected 


at the last minute to attend a committee 
meeting could make a meaningful con¬ 
tribution. Moreover, the problem of un¬ 
expected turnover of industry represent¬ 
atives has not been sufficiently serious to 
require amendment of the procedure by 
which such members are selected. Ac¬ 
cordingly, no changes are made to the 
selection procedures for such members. 

A more serious problem has developed 
with respect to the replacement of con¬ 
sumer representatives. For that reason, 
5 2.332 has been amended to provide a 
method of providing replacements for 
consumer representatives who resign or 
who are removed from a committee be¬ 
fore the termination of their period of 
appointment. This change is reflected in 
new § 2.332(c) (5). 

32. A comment from a representative 
of consumer interests urged that 
5 2.333(a) be amended to provide con¬ 
sumer representatives with access to 
trade secret information. The comment 
asserted that industry representatives 
have access to such information and that 
the consumer representatives are thus 
placed at a disadvantage. 

The Commissioner believes that an 
Industry representative will not ordi¬ 
narily have access to trade secret data 
unless, by coincidence, such data are 
contained in materials submitted by his 
own employer. Nevertheless, the Com¬ 
missioner concludes that consumer rep¬ 
resentatives will be able to make more 
meaningful contributions to the work of 
the committee if access is provided to 
trade secrets and commercial or financial 
information that is confidential. For this 
reason 5 2.318 has been changed to pro¬ 
vide that those nonvoting consumer rep¬ 
resentatives who become special gov¬ 
ernment employees may attend clot 'l 
portions of meetings where these mat¬ 
ters are discussed. Section 2.333(a)(2) 
is also amended to permit these members 
to have access to trade secret materials. 

The Commissioner emphasizes that 
only those non voting consumer repre¬ 
sentatives who are also appointed as 
special government employees shall have 
access to trade secret data. As special 
government employees, such persons are 
specifically prohibited by 21 U.S.C. 331 
(j) and 18 U.S.C. 1905 from making un¬ 
lawful disclosures of such data and in¬ 
formation or from using such data and 
Information to their own advantage. 

The Commissioner recognizes that, as 
a result of this decision, consumer rep¬ 
resentatives will occasionally have ac¬ 
cess to trade secret data when their 
counterparts representing industry will 
not. The Commissioner notes, however, 
that in most instances industry repre¬ 
sentatives have resisted becoming spe¬ 
cial government employees. Therefore, 
under the provisions of 21 U.S.C. 331(j) 
and 18 U.S.C. 1905, they could not In 
any event lawfully be allowed to have 
access to trade secret data. Moreover, 
even if a few industry representatives 
did elect to become special government 
employees, the Commissioner concludes 
that because of their close relationship 
with manufacturers who may be com¬ 
petitors of firms that have supplied trade 
secrets to the agency, good policy dic- 
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tates that such persons should not be 
given access to trade secrets or other 
confidential commercial information. 

33. A comment questioned the equity 
of requiring any interested person within 
the class represented by the nonvoting 
industry representative, Le., a member 
of industry, to receive written materials 
prepared by the nonvoting member for 
distribution to persons outside the advi¬ 
sory committee. The comment pointed 
out that frequently such briefing ma* 
terials involve considerable expense to 
the trade association that is “sponsor¬ 
ing” the industry representative. To re¬ 
quire the free dissemination of such ma¬ 
terials to persons who are not members 
of the trade association would place the 
nonmembers in a financially advanta¬ 
geous position. 

The Commissioner notes that § 2.333 
(c)(1) does not require that such writ¬ 
ten statements or oral briefings be dis¬ 
tributed routinely to all interested per¬ 
sons. Rather, it states that interested 
persons within the class represented by 
the nonvoting members shall have “ac¬ 
cess” to such materials. Accordingly, so 
long as reasonable access is provided, 
the requirements of the regulation are 
met. However, to clarify the matter. 

§ 2.333(c)(1) has been amended to pro¬ 
vide that such documents shall be made 
available “upon request” of any inter¬ 
ested person within the class. Also. 

§ 2.333(c) (1) has been amended to pro¬ 
vide that when documents are prepared 
with nongovernment funds, a reasonable 
fee may be charged to cover the cost of 
printing. 

34. Section 2.335(a) has been amended 
to remove the requirement that non¬ 
voting advisory committee members be 
appointed as special government em¬ 
ployees. As discussed above in reference 
to § 2.330, nonvoting members may be 
appointed as special government em¬ 
ployees if they desire to be paid for their 
services, but such appointment is not 
mandatory. 

35. Recently, the name of the Radio¬ 
active Pharmaceuticals Advisory Com¬ 
mittee was changed to Radiopharmaceu¬ 
tical Advisory Committee, and the name 
of the Respiratory and Anesthetic Ad¬ 
visory Committee was changed to the 
Anesthesiology Advisory Committee. Sec¬ 
tion 2.340(c) has been amended accord¬ 
ingly. 

36. Section 2.340(d) has been amended 
to reflect the current status of advisory 
committees of the Bureau of Medical 
Devices and Diagnostic Products. 

The Commissioner previously reviewed 
the potential environmental impact of 
the proposed Subpart D and concluded 
that the proposed regulations would not 
significantly affect the quality of the hu¬ 
man environment. No changes have been 
made in the proposed regulations that 
would alter this conclusion. The Commis¬ 
sioner also carefully considered the infla¬ 
tion impact of the regulations as pro¬ 
posed and concluded that they are not 
likely to have an inflation impact of any 
kind. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec, 201 et seq.. 


52 Stat. 1040 (21 U.S.C. 321 et seq.)), the 
Public Health Service Act (sec. 1 et seq., 
58 Stat. 682, as amended (42 U.S.C. 201 
et seq.)), the Comprehensive Drug Abuse 
Prevention and Control Act of 1970 (sec. 
4, 84 Stat. 1241 (42 U.S.C. 257a,)), the 
Controlled Substances Act (sec. 301 et 
seq., 84 Stat. 1253 (21 U.S.C. 821 et 
seq.)), the Federal Meat Inspection Act 
(sec. 409(b), 81 Stat. 600 (21 U.S.C. 679 
(b))), the Poultry Products Inspection 
Act (sec. 24(b), 82 Stat. 807 (21 U.S.C. 
467f(b))), the Egg Products Inspection 
Act (sec. 2 et seq., 84 Stat. 1620 (21 
U.S.C. 1031 et seq.)), the Federal Import 
Milk Act (44 Stat. 1101 (21 U.S.C. 141 
et seq.)>, the Tea Importation Act (21 
U.S.C, 41 et seq.), the Federal Caustic 
Poison Act (44 Stat. 1406 (15 U.S.C. 401- 
411 notes)), the Fair Packaging and La¬ 
beling Act (80 Stat. 1296 (15 U.S.C. 1451 
et seq.)), and all other statutory au¬ 
thority delegated to the Commissioner 
(21 CFR 5.1) (recodification published 
in the Federal Register of June 15. 1976 
(24262)), Part 2 is amended by adding 
new* Subpart D to read as follows: 

Subpart D—Public Hearing Before a Public 
Advisory Committee 

_ General 

Sec. 

2.300 Scope of subpart. 

2.301 Establishment and renewal of public 

advisory committees. 

2.302 Termination of public advisory com¬ 

mittees. 

2.303 Purpose of proceedings before a public 

advisory committee. 

2.304 Portions of public advisory committee 

meetings. 

2.305 Notice of public hearing before a pub¬ 

lic advisory committee. 

2.306 Chairman of a public advisory 

committee. 

2.307 Meetings of a public advisory com¬ 

mittee. 

2.308 Consultation by a public advisory 

committee with other persons. 

2.309 Additional rules for a particular pub¬ 

lic advisory committee. 

2.310 Compilation of materials for members 

of a public advisory committee. 

2.311 Written submissions to a public ad¬ 

visory committee. 

2.312 Conduct of a public hearing before 

a public advisory committee. 

2.313 Minutes and reports of public ad¬ 

visory committee meetings. 

2.314 Transcripts of public advisory com¬ 

mittee meetings. 

2.315 Administrative record of a public 

hearing before a public advisory 
committee meeting. 

2 316 Examination of administrative record 
and other advisory committee 
records. 

2.317 Public Inquiries and requests for pub¬ 

lic advisory committee records. 

2.318 Determination to close portions of 

public advisory committee meetings. 

2.319 Administrative remedies. 

2.320 Applicability to Congress. 

2.321 Committees working pursuant to a 

contract with the Food and Drug 
Administration. 

2.322 Application of antifigneer clauses. 
Members of Public Advisory Committees 

2.330 Qualifications for members of stand¬ 

ing policy and technical advisory 
committees. 

2.331 Nominations of voting members of 

standing advisory committees. 


Sec. 

2.332 Nominations and selection of non¬ 

voting members of standing tech¬ 
nical advisory committees. 

2.333 Rights and responsibilities of nonvot¬ 

ing members of advisory commit- 
, tees. 

2.334 Ad hoc advisory committee members. 

2.335 Compensation of public advisory com¬ 

mittee members. 

Standing Advisory Committees 
2.340 List of standing advisory committees. 

Technical Electronic Products Radiation 
Safety Standards Committee 

2.350 Establishment of the Technical Elec¬ 

tronic Product Radiation Safety 
Standards Committee (TEPRSSC). 

2.351 Functions of TEPR SSC. 

2.252 Procedures of TEPRSSC. 

2.353 Membership of TEPRSSC. 

2.354 Conduct of TEPRSSC meetings; avail¬ 

ability of TEPRSSC records. 

Color Additive Advisory Committees 

2.360 Establishment of a color additive ad¬ 
visory committee. 

2.381 Functions of a color additive advisory 
committee. 

2.362 Procedures of a color additive advisory 

committee. 

2.363 Membership of a color additive ad-’ 

visory committee. 

2.364 Fees and compensation pertaining to 

a color additive advisory committee. 

Public Advisory Committees for Human 
Prescription Drugs 

2.370 Establishment of standing technical 

public advisory committees for hu¬ 
man prescription drugs. 

2.371 Utilization of a public advisory com¬ 

mittee on the initiative of the Food 
and Drug Administration. 

2.372 Advice and recommendations In writ¬ 

ing. 

2.373 Utilization of a public advisory com¬ 

mittee at the request of an Inter¬ 
ested person. 

Authority: Sec. 201 et seq., Pub. L. 717. 
52 Stat. 1040 as amended (21 U.S.C. 321 et 
seq.); sec. 1 et seq., Pub. L. 410, 68 Stat. 
682 as amended (42 UJS.C. 201 et seq.); sec. 
4. Pub. L. 91-513, 84 Stat. 1241 (42 U.S.C. 
257a); sec. 301 et seq.. Pub. L. 91-513. 84 Stat. 
1253 (21 UB.C. 821 et seq.); sec. 409(b), 
Pub. L. 242, 81 Stat. 600 (21 U.S.C. 679(b)); 
sec. 24(b), Pub. L. 85-172, 82 Stat. 807 (21 
U.S.C. 467f (b)); sec. 2 et seq.. Pub. L. 91-597, 
84 Stat. 1620 (21 U.S.C. 1031 et seq ); secs. 
1 through 9. Pub. L. 626, 44 Stat. 1101-1103 
as amended (21 U.S.C. 141-149): secs. 1 
through 10. Chapter 358. 29 Stat. 604-609 as 
amended (21 U.S.C. 41-50); sec. 1 et seq.. 
Pub. L. 783, 44 Stat. 1406 as amended (15 
U.8.C. 401 et seq.); sec. 1 et seq.. Pub. L. 89- 
755, 80 Stat. 1296 as amended (15 U.S.C. 1451 
et seq.). 

Subpart D—Public Hearing Before a Public 
Advisory Committee 

General 

§ 2.300 Scope of xiibpnrt. 

<a) Subpart D governs the practices 
and procedures applicable whenever; 

(1) The Commissioner concludes. In 
his discretion, that it is in the public 
interest for a standing or ad hoc policy 
or technical public advisory committee, 
hereinafter an “advisory committee” or 
“committee." to hold a public hearing 
and to review and make recommenda¬ 
tions with respect to any matter or class 
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of matters of Importance pending before 
the Food and Drug Administration, and 
for interested persons to present data, 
information, and views at an oral public 
healing before the advisory committee. 

<2> Pursuant to specific provisions in 
other sections of this chapter, a matter 
pending before the Food and Drug Ad¬ 
ministration is subject to a public hear¬ 
ing before an advisors' committee. Such 
specific provisions are: 

<i> Section 2.350 relating to review of 
a performance standard for an electronic 
product by the Technical Electronic 
Product Radiation Safety Standards 
Committee. 

< ii> Section 2.360 relating to review 
of the safety of color additives. 

(iii) Section 2.370 relating to review 
of the safety and effectiveness of human 
prescription drugs. 

(iv) Section 330.10 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of over-the-counter drugs. 

(v) Section 601.25 of this chapter re¬ 
lating to review of the safety and effec¬ 
tiveness of biological drugs. 

(3) A person who has a right to an 
opportunity for a formal evidentiary 
public hearing under Subpart B of this 
part waives that opportunity and in lieu 
thereof requests pursuant to 5 2.117 a 
public hearing before a public advisory 
committee pursuant to this subpart, and 
the Commissioner, in his discretion, ac¬ 
cepts this request. 

(b) In determining whether a group 
is a “public advisory committee” as de¬ 
fined in § 2.3(a) (14) and thus subject 
to the requirements of this subpart and 
of the Federal Advisory Committee Act. 
the following guidelines shall be used: 

(1) An advisory committee may be a 
standing advisory committee or an ad 
hoc advisory committee. All standing 
advisory committees shall be listed in 
§ 2.340. 

(2) An advisory committee may be a 
policy advisory committee or a technical 
advisory committee. A policy advisory 
committee advises on broad and general 
matters. A technical advisory committee 
advises on specific technical or scientific 
issues, which may relate to regulatory 
decisions before the agency. 

(3) An advisory committee includes 
any subgroup thereof when it is working 
on behalf of the committee. Section 2.301 
(d> describes when a subgroup will be 
established as an advisory committee 
separate and independent from the par¬ 
ent committee. 

(4> A committee composed entirely of 
full-time Federal government employees 
is not an advisory committee. 

(5) An advisory committee shall or¬ 
dinarily have a fixed membership, a de¬ 
fined purpose of providing advice to the 
agency on a particular subject, regular 
or periodic meetings, and an organiza¬ 
tional structure, e.g., a chairman and 
staff, and shall serve as a source of in¬ 
dependent expertise and advice rather 
than as a representative of or advocate 
for any particular interest. 

(i) A group of persons convened on 
an ad hoc basis to discuss a matter of 
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current interest to the agency, but which 
has no continuing function or organiza¬ 
tion, does not involve substantial special 
preparation, and does not as a group 
issue a report to or advise the agency, is 
not an advisory committee. 

(U) A group of two or more agency 
consultants meeting with the agency on 
an ad hoc basis is not an advisory 
committee. 

(iii) A group of experts who are em¬ 
ployed by a private company or a trade 
association which has been requested by 
the agency to provide its views on a reg¬ 
ulatory matter pending before the 
agency is not an advisory committee. 

(iv) A consulting firm hired by the 
agency to provide advice regarding a 
matter is not an advisory committee. 

(6> An advisory committee which is 
utilized by the agency is subject to the 
requirements of this subpart even though 
it was not established by the agency. In 
general, a committee is “utilized” by the 
agency when the agency requests advice 
or recommendations from the committee 
on a specific matter in order to obtain an 
independent review and consideration of 
the matter, and not when the agency is 
merely seeking the comments of all in¬ 
terested persons or of persons who have 
a specific interest in the matter involved. 

(i> A committee formed by an inde¬ 
pendent scientific or technical organiza¬ 
tion is utilized by the agency if the 
agency requests the advice of that com¬ 
mittee rather than of the parent orga¬ 
nization, or if the circumstances show 
that the advice given is that of the com¬ 
mittee and not of the parent organiza¬ 
tion. A committee formed by an 
independent scientific or technical orga¬ 
nization is not utilized by the agency if 
the agency requests advice of the organi¬ 
zation rather than of a committee and if 
the recommendations of any committee 
formed in response to the agency’s re¬ 
quest for advice are subject to substan¬ 
tial independent policy and factual 
review by the governing body of the par¬ 
ent organization. 

(ii> A committee is not utilized by the 
agency if it provides only data and in¬ 
formation, as contrasted with advice or 
opinions or recommendations. 

(iii> The Food and Drug Administra¬ 
tion is charged with seeking out the views 
of all segments of the public on enforce¬ 
ment of the laws administered by the 
Commissioner. The fact that a group of 
individuals or a committee meets regu¬ 
larly with the agency, e.g., a monthly 
meeting with consumer representatives, 
does not make that group or committee 
an advisory committee. Thus, the pro¬ 
visions of this subpart are not appli¬ 
cable to routine meetings, discussions, 
and other dealings, including exchanges 
of views, between the agency and any 
committee representing or advocating 
the particular interests of consumers, in¬ 
dustry, professional organizations, or 
others. 

(7> The inclusion of one or two agency 
consultants who are special government 


employees on an internal agency com¬ 
mittee does not make that committee 
an advisory committee. 

(8) A Public Board of Inquiry estab¬ 
lished under Subpart C of this part or 
other similar group convened by agree¬ 
ment between the parties to a regula¬ 
tory proceeding pending before the Food 
and Drug Administration, to review and 
prepare an initial decision on the issue 
in lieu of a formal evidentiary public 
bearing. is acting as an administrative 
law tribunal and is not an advisory 
committee. 

(9) An open public conference or meet¬ 
ing conducted pursuant to § 2.15(b) is 
not an advisory committee meeting. 

(c) The provisions of this subpart ap¬ 
ply only when a committee convenes to 
conduct committee business. Site visits, 
social gatherings, informal discussions 
by telephone or during meals or while 
traveling or at other professional func¬ 
tions. or other similar activities do not 
constitute a meeting. 

(d) An advisory committee which is 
utilized but not estabilslied by the Food 
and Drug Administration shall be sub¬ 
ject to the provisions of this subpart only 
to the extent of such utilization, and not 
with respect to any other activities of 
such committee. 

(e> Any conference or meeting between 
an employee of the Food and Drug Ad¬ 
ministration and a committee or group 
which is not an advisory committee shall 
be subject to the provisions of § 2.15 or 
other provisions specifically applicable 
to such committee or group, e.g., Sub¬ 
part C of this part for a Public Board of 
Inquiry. 

(f) The provisions of this, subpart 
shall apply to all Food and Drug Ad¬ 
ministration advisory committees, ex¬ 
cept to the extent that specific statutory 
requirements provide otherwise for a par¬ 
ticular committee, e.g., the Technical 
Electronic Product R adiat ion Safety 
Standards Committee (TEPRSSC), the 
Board of Tea Experts, and advisory com¬ 
mittees established under the Medical 
Device Amendments of 1976. 

§2.301 r.Htablislinii-nt und renewal of 
public adviKory committee*. 

(a) A public advisory committee may 
be established or renewed whenever it 
is necessary or appropriate for such an 
advisory committee to hold a public 
hearing and to review and make recom¬ 
mendations on any matter pending be¬ 
fore the Food and Drug Administration. 
Before an advisory committee is estab¬ 
lished or renewed it shall first be ap¬ 
proved by the Department pursuant to 
45 CFR Part 11 and the Office of Man¬ 
agement and Budget pursuant to duly 
promulgated procedures. 

(b) Upon the establishment or renew¬ 
al of an advisory committee, the Com¬ 
missioner shall issue in the Federal 
Register a notice certifying that the 
establishment or renewal of the advisory 
committee is in the public interest and 
stating the structure, function, and pur¬ 
poses of the advisory committee and. if 
it is a standing advisory committee, shall 
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amend § 2.340 to add it to the list of 
standing advisory committees. The no¬ 
tice shall be published in the Federal 
Register at least 15 days prior to the 
filing of the advisory committee charter 
pursuant to paragraph (c) of this sec¬ 
tion. 

(c) No advisory committee shall meet 
or take any action until its charter is 
prepared and filed as required by section 
9(c) of the Federal Advisory Committee 
Act. This requirement shall be met by an 
advisory committee utilized by the Food 
and Drug Administration, even though 
it is not established by the agency, prior 
to such utilization. 

(d) The regulations of the Department 
cited in paragraph (a) of this section 
provide that the charter of a parent com¬ 
mittee may incorporate information con¬ 
cerning activities of a subgroup. In such 
instances, a subgroup will not be estab¬ 
lished as a committee distinct from the 
parent committee. However, a subgroup 
will be established as a separate commit¬ 
tee when the charter of the parent com¬ 
mittee does not incorporate the activities 
of the subgroup, or when the subgroup 
includes members who are not all drawn 
from the parent committee. 

(e) An advisory committee not re¬ 
quired by law* will be established or uti¬ 
lized only if it is in the public interest 
and only if its functions could not rea¬ 
sonably be performed by other existing 
advisory committees or by the Food and 
Drug Administration directly. 

(f) An advisory committee shall: 

(1) Have a clearly defined purpose. 

(2) Have a membership that is bal¬ 
anced fairly in terms of the points of 
view represented in light of the functions 
to be performed. Although proportional 
representation is not required, there 
shall be no discrimination on the basis 
of race, color, national origin, religion, 
age, or sex in the selection of advisory 
committee members. 

(3) Be constituted and utilize proce¬ 
dures designed to assure that Its advice 
and recommendations are not Inappro¬ 
priately influenced by any special inter¬ 
est or by the Food and Drug Administra¬ 
tion, and are the result of the advisory 
committee's independent judgment. 

<4) Have an adequate staff. The Com¬ 
missioner shall designate an executive 
secretary and alternate for every advi¬ 
sory committee, who shall be employees 
of the Food and Drug Administration. 
The executive secretary shall be respon¬ 
sible for all staff support for the advisory 
committee unless other agency employ¬ 
ees are specifically designated for this 
function with respect to particular ad¬ 
visory committees. 

(5) Whenever feasible, or required by 
statute, include representatives of the 
public interest 

§ 2.302 Termination of public ndvfcory 
committees. 

<a) Except as provided in paragraph 

(c) of this section, a standing advisory 
committee shall be terminated when it 
is no longer needed and in any event 
shall terminate not later than two years 
following its date of establishment un¬ 
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less it is renewed for an additional 2- 
year period. An advisory committee may 
be renewed for as many 2-year periods 
as the public interest requires. The re¬ 
quirements for establishment of an ad¬ 
visory committee pursuant to § 2.301 
shall also apply to renewal of an advi¬ 
sory committee. 

(b) Upon termination of any advi¬ 
sory committee the Commissioner shall 
issue in the Federal Register a notice 
announcing the termination and the 
reasons therefor and, if it is a standing 
advisory committee, amending § 2.340 to 
delete it from the list of standing advi¬ 
sory committees. 

(c) The Technical Electronic Product 
Radiation Safety Standards Committee 
is a permanent statutory advisory com¬ 
mittee established by section 358(f)(1) 
(A) of the Public Health Service Act (42 
U.S.C. 263f <T) (1) (A)), as added by the 
Radiation Control for Health and Safety 
Act of 1968, and is not subject to the ter¬ 
mination and renewal provisions of par¬ 
agraph (a) of this section, except that 
a new charter shall be prepared and filed 
at the end of each 2-year period as pro¬ 
vided in 5 2.301(c). Also, the statutory 
medical device classification panels es¬ 
tablished under section 513(b) (1) of the 
act. and the statutory medical device 
good manufacturing practices advisory 
committees established under section 
520(f) (3) of the act. are specifically ex¬ 
empted from the normal 2-year duration 
period. 

(d) The Board of Tea Experts is a jier- 
manent statutory advisory committee 
established by the Tea Importation Act 
(21 U.S.C. 42). and is not subject to the 
termination and renewal provisions of 
paragraph (a) of this section, except 
that a new charter shall be prepared and 
filed at the end of each 2-year period 
as provided in § 2.301(c). 

(e) Color additive advisory commit¬ 
tees are required to be established under 
the circumstances specified in section 
706(b)(5) (C) and (D) of the act. A 
color additive advisory committee is sub¬ 
ject to the termination and renewal re¬ 
quirements of the Federal Advisory Com¬ 
mittee Act and of this subpart. 

§ 2.303 Pi»ri»ose of proomlinus before a 
public advisory committee. 

(a) An advisory committee shall be 
utilized to conduct public hearings on 
matters of importance that come before 
the Food and Drug Administration, to 
review the issues involved, and to pro¬ 
vide advice and recommendations to the 
Commissioner on such matters. 

(b) The Commissioner shall have sole 
discretion with respect to action to be 
taken and policy to be expressed on any 
matter considered by an advisory com¬ 
mittee. 

§ 2.301 Portions of public advisory com¬ 
mittee meetings. 

An advisory committee meeting shall 
have the following separable portions: 

<a) The open public hearing . Every 
advisory committee meeting shall in¬ 
clude an open portion which shall con¬ 
stitute a public hearing during which 
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any interested person may present data, 
information, or views, orally or in writ¬ 
ing. relevant to the advisory commit¬ 
tee’s agenda or other work. Such hear¬ 
ing shall be conducted in accordance 
with § 2.312. 

(b) The open committee discussion. 
An advisory committee shall discuss any 
matter pending before it in an open por¬ 
tion of its meeting unless the meeting 
has been closed with respect to that mat¬ 
ter pursuant to § 2.318. To the maximum 
extent feasible, consistent with the policy 
expressed in § 2.318, an advisory com¬ 
mittee shall conduct its discussion of 
pending matters in an open portion. No 
public participation is permissible during 
this portion of the meeting except with 
the consent of the chairman of the ad¬ 
visory committee.- 

(c) The closed presentation of data. 
Data and information which are pro¬ 
hibited from public disclosure pursuant 
to the provisions of Part 4 of this chap¬ 
ter and the regulations referenced 
therein shall be presented to the ad¬ 
visory committee in a closed portion of 
its meeting. If such data and informa¬ 
tion are presented in the form of a sum¬ 
mary which is not prohibited from public 
disclosure, such presentation shall not be 
made in a closed portion of its meeting. 

<d) The closed committee delibera¬ 
tions. Deliberations with respect to mat¬ 
ters pending before an advisory commit¬ 
tee may be made in a closed portion of 
its meeting only upon an appropriate de¬ 
termination by the Commissioner pur¬ 
suant to § 2.318. 

§ 2.303 Notice of public bearing before 
a public advisory committee. 

< a) Before the first day of each month, 
and at least 15 days before any meeting 
so announced, the Commissioner shall 
publish a notice in the Federal Register 
containing information on all advisory 
committee meetings to be held during 
the subsequent month. Any advisory 
committee meetings for that month 
called subsequent to the publication of 
the general monthly notice shall be an¬ 
nounced in the Federal Register on an 
individual basis at least 15 days in ad¬ 
vance. The Commissioner may authorize 
an exception to the notice requirements 
of this section In an emergency or for 
other reasons requiring an immediate 
meeting of an advisory committee, in 
which case public notice shall be given 
at the earliest time and in the mast ac¬ 
cessible form feasible including, when¬ 
ever possible, publication in the Federal 
Register. 

<b) The Federal Register notice shall 
include: 

(1) The name of the advisory commit¬ 
tee. 

(2) The date, time, and place of the 
meeting. 

(3) The general function of the ad¬ 
visory committee. 

(4) A list of all agenda items, showing 
whether each will be discussed In an 
open or closed portion of the meeting. 

(5) If any portion of the meeting is 
closed, a statement of the time of the 
open and closed portions. 
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l 6> The nature of the subjects to be 
discussed during, and the reasons for 
closing, any closed portion of the meet¬ 
ing. 

(7) The time specifically set aside for 
oral statements by interested persons 
and for other public participation. 

< 8 > The name, address, and telephone 
number of the advisory committee exec¬ 
utive secretary and any other agency 
employee designated as responsible for 
the administrative support for the ad¬ 
visory committee. 

<9> A statement that written submis¬ 
sions may be made to the advisory com¬ 
mittee, through the executive secretary, 
at any time, unless a cutoff date has 
been established under § 2.311(c) (2). 

(10) Where a notice is published in the 
Federal Register less than 15 days be¬ 
fore a meeting, an explanation for the 
lateness of the notice. 

(c) If a public hearing before a public 
advisory committee is being used in lieu 
of a formal evidentiary public hearing as 
provided in § 2.300(a) (3), an initial no¬ 
tice of hearing shall be published sepa¬ 
rately in the Federal Register containing 
all the information described in § 2.117 
<e). Such a separate notice may also be 
published in the Federal Register with 
respect to any other public hearing be¬ 
fore a public advisory committee when 
the Commissioner concludes, In his dis¬ 
cretion. that it would be informative to 
the public. 

(d> A list of public advisory committee 
meetings shall be distributed to the press 
by the Assistant Commissioner for Public 
Affairs. 

(e> All public advisory committee 
meetings shall be included on the public 
calendar described in 5 2.22(a). 

§ 2.306 Chairman of a public advisor? 
committee. 

(a) The advisory committee chairman 
shall have the authority to conduct hear¬ 
ings and meetings. Including the author¬ 
ity to adjourn any hearing or meeting 
whenever he determines adjournment to 
be in the public interest, to discontinue 
discussion of a particular matter, to con¬ 
clude the open portion of a meeting, or 
to take any other action in furtherance 
of a fair and expeditious hearing or 
meeting. 

(b) IX the chairman is not a full-time 
employee of the Food and Drug Admin¬ 
istration, the executive secretary of the 
advisory committee or other designated 
agency employee, or his alternate, shall 
be the designated Federal employee who 
is assigned to the advisory committee. 
The designated Federal employee is also 
authorized to adjourn any hearing or 
meeting whenever he determines ad¬ 
journment to be in the public interest. 

§ 2.307 Meetings of a public advisory 
committee* 

(a) No advisory committee may con¬ 
duct a meeting except at the call or with 
the advance approval of, and with an 
agenda approved by. the designated Fed¬ 
eral employee or his alternate. No such 
meeting shall be held in the absence of 
such designated Federal employee. 
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(1) If any matter is added to the 
agenda after its publication in the Fed¬ 
eral Register pursuant to § 2.303(b) (4), 
an attempt shall be made to so inform 
any person known to be interested in 
such matter, and the addition of such 
matter shall be announced at the begin¬ 
ning of the open portion of the meeting. 

(2) The advisory committee meeting 
shall be conducted in accordance with 
the approved final agenda insofar as is 
practical. 

(b) Advisory committee meetings shall 
be held at places that are reasonably 
accessible to members of the public. All 
advisory committee meetings shall be 
held in Washington, DC, or Rockville, 
MD, or the immediate vicinity, unless 
the Commissioner receives a written re¬ 
quest from the advisory committee for, 
and approves, a different location. A dif¬ 
ferent location may be approved when 
one or more of the following applies: 

(1) The total cost of the meeting to 
the government will be reduced. 

(2) A substantial number of the advi¬ 
sory committee members will be at the 
location at no expense to the Food and 
Drug Administration for other reasons, 
c.g., for a meeting of a professional asso¬ 
ciation. 

(3) It is a central location which is 
more readily accessible to advisory com¬ 
mittee members. 

(4) There is a need for increased par¬ 
ticipation available at that location. 

(5) The advisory committee wishes to 
review work or facilities in a specific lo¬ 
cation. 

(6) The advisory committee is con¬ 
cerned with matters that functionally or 
historically occur in some other location; 
e.g„ the Board of Tea Experts and the 
National Center for Toxicological Re¬ 
search. Science Advisory Board will gen¬ 
erally hold meetings in Brooklyn, NY and 
in the Little Rock, AR vicinity, respec¬ 
tively. 

(c) Advisory committee members may, 
with the approval of the Food and Drug 
Administration, conduct onsite visits rel¬ 
evant to the work of the advisory 
committee. 

(d) A quorum for an advisory com¬ 
mittee shall be a majority of the current 
voting members of the advisory com¬ 
mittee, except as provided In 5 2.352(c) 
for TEPRSSC. Any matter before the ad¬ 
visory committee shall be decided by a 
majority vote of the voting members 
present at the time, except that the des¬ 
ignated Federal official may require that 
any final report be voted upon by all 
current voting members of the advisory 
committee. Any current voting member 
of the advisory committee may file a sep¬ 
arate report with additional or minority 
views. 

(e) Subject to availability of space, 
any interested person may attend any 
portion of any advisory committee meet¬ 
ing which is not closed. 

(f) Whenever feasible, meetings shall 
be held in government facilities or other 
facilities involving the least expense to 
the public. The size, of the meeting room 
shall be reasonable, considering such fac¬ 
tors as the size of the advisory commit¬ 


tee, the number of members of the pub¬ 
lic who could be expected to attend a 
particular meeting, the number of per¬ 
sons who attended or sought to attend 
similar meetings in the past, and the re¬ 
sources and facilities available. 

(g) Any portion of a meeting shall be 
closed by the advisory committee chair¬ 
man only when matters which have been 
determined by the Commissioner to be 
closed in accordance with 5 2.318 are to 
be discussed. Where a portion of the 
meeting is closed, the closed portion shall 
be held after the conclusion of the open 
portion whenever practicable. 

(h) Any advisory committee member 
may take notes during advisory commit¬ 
tee meetings and report and discuss ad¬ 
visory committee deliberations after a 
meeting is completed and before official 
minutes or a report are available, within 
such rules and regulations as are adopted 
by the Food and Drug Administration 
and by the advisory committee with the 
concurrence of the Food and Drug Ad¬ 
ministration. including all of the 
following: 

(1) Tliere shall be no attribution of 
individual views expressed in a closed 
session or revealing of numerical votes. 

(2) There shall be no reporting or 
discussion with respect to any particular 
matter where the advisory committee or 
the Food and Drug Administration spe¬ 
cifically so directs, e.g., where delibera¬ 
tions are incomplete or involve a sensi¬ 
tive regulatory decision which requires 
preparation for implementation. 

(3) Tliere shall be no reporting or dis¬ 
cussion with respect to data or Informa¬ 
tion prohibited from public disclosure 
pursuant to $ 2.316. 

(4) Any notes or minutes kept or re¬ 
port prepared by any advisory commit¬ 
tee member shall have no status or effect 
whatever unless adopted as to incorpo¬ 
rated into the official minutes or report 
by the advisory committee. It shall be 
the responsibility of each advisory com¬ 
mittee member to make certain that the 
official minutes and reports are complete 
and accurate and fully reflect what hap¬ 
pened at any meeting he attended. 

§ 2.30 Omsultation by a public achi- 
»ory committee with other person*. 

(a) An advisory committee may con¬ 
fer with any person who may have data, 
information, or views relevant to any 
matter pending before the advisory 
committee. 

(b) Any interested person may submit 
to the advisory committee a written re¬ 
quest that it confere with specific persons 
who may have data, information, or 
views relevant to any matter pending 
before the advisory committee. Such re¬ 
quest shall state why the advisory com¬ 
mittee should confer with the, person, 
and why the views of that person can¬ 
not reasonably be furnished to the ad¬ 
visory committee by any other means. 
The advisory committee may, in its dis¬ 
cretion, grant or deny such a request. 

(c) When an advisory committee 
wishes to confer with a person who is not 
a Federal Government executive branch 
employee, the committee shall only con¬ 
fer with the person during the open por- 
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tions of a meeting. 8uch person may. 
however, submit his views in writing to 
the committee as part of the administra¬ 
tive record under § 2.315. Such person 
shall participate at the closed portions of 
a meeting only if he is appointed as a 
special government employee by the 
Commissioner as provided in paragraph 
(e) of this section. This paragraph (c) 
is not intended to bar the testimony of a 
person during a closed portion of a meet¬ 
ing relative to matters prohibited from 
public disclosure as provided in § 2.304 

(c) and 5 2.318(c). 

(d) To prevent inadvertent violation 
of Federal conflict of interest laws and 
laws prohibiting disclosure of trade se¬ 
crets (18 U.S.C. 208. 21 U.S.C. 331 (J). 18 
U.S.C. 1905). Federal executive branch 
employees who are not employees of the 
Department shall not confer, testify, or 
otherwise participate (other than as ob¬ 
servers) at any portion of an advisory 
committee meeting unless they are ap¬ 
pointed as special government employees 
by the Commissioner as provided in par¬ 
agraph (e) of this section. 

fe) The Commissioner may appoint 
persons as special government employees 
to be consultants to a public advisory 
committee. Such consultants may be ap¬ 
pointed to provide expertise, generally 
concerning a highly technical matter, not 
readily available from the members of 
the committee. Such persons may be 
either from outside the government or 
from agencies other than the Depart¬ 
ment of Health, Education, and Welfare. 
Reports, data, information, and other 
written submissions made to a public ad¬ 
visory committee by a consultant shall be 
part of the administrative record item¬ 
ized in § 2.315. 

§ 2.309 Additional rule* for a particular 
public advisory committee. 

(a) In addition to the rules established 
for all Food and Drug Administration ad¬ 
visory committees in this subpart, any 
advisory committee may, with the con¬ 
currence of the designated Federal of¬ 
ficial, adopt additional rules which are 
not inconsistent with this subpart or with 
applicable legal requirements. 

(b) Such additional rules shall be in¬ 
cluded in the minutes of the meeting 
when adopted and in the materials com¬ 
piled pursuant to § 2.310 and shall be 
available for public disclosure pursuant 
to § 2.317(c). 

§ 2.310 Compilation of material* for 
member* of u public advisory com¬ 
mittee. 

The Commissioner shall prepare and 
provide to all advisory committee mem¬ 
bers a compilation of materials bearing 
upon an advisory committee member’s 
duties and responsibilities, including: 

(a) All applicable conflict of inter¬ 
est laws and regulations and a summary 
of their principal provisions. 

(b) All applicable laws and regula¬ 
tions relating to trade secrets and 
confidential commercial or financial in¬ 
formation that may not be disclosed 
publicly and a summary of their princi¬ 
pal provisions. 
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(c) All applicable laws, regulations, 
and guidelines relating to the subject 
matter covered by the advisory commit¬ 
tee and a summary of their principal 
provisions. 

(d) All applicable laws, regulations, 
advisory committee charters, Federal 
Register notices, curricula vitae, rules 
adopted by the advisory committee, and 
other material relating to the formation, 
composition, and operation of the advi¬ 
sory committee, and a summary of their 
principal provisions. 

(e) Instructions on whom to contact 
when any questions arise. 

(f) Such other material relating to the 
Food and Drug Administration and the 
subject matter covered by the commit¬ 
tee as may facilitate the work of the 
advisory committee. 

§ 2.311 Written Mibmi£*ion* to a publie 
advisory committee. 

(a) Ten copies of all written submis¬ 
sions for an advisory committee shall be 
sent to the executive secretary of the ad¬ 
visory committee, unless an applicable 
Federal Register notice or other regula¬ 
tions in this chapter specify otherwise. 
All such submissions shall be subject to 
the provisions of 5 2.5, except that no 
copies need be sent to the Hearing Clerk. 

(b) At the request of an advisory com¬ 
mittee, or on his own initiative, the Com¬ 
missioner may at any time issue in the 
Federal Register a notice requesting the 
submission to the advisory committee of 
written data, information, and views per¬ 
tinent to any matter being reviewed by 
an advisory committee. Such notice may 
specify the format in which the submis¬ 
sion shall be made, the number of copies 
to be submitted, and the time within 
Which submission shall be made. 

(c) At the request of an advisory com¬ 
mittee. or on his own initiative, the Com¬ 
missioner may at any time request the 
applicant or sponsor of an application 
or petition relating to a specific product 
on which action is pending before the 
Food and Drug Administration and that 
Is being reviewed by an advisory commit¬ 
tee, to present and/or discuss safety, ef¬ 
fectiveness, or other data concerning the 
product being reviewed during a regu¬ 
larly scheduled meeting of the advisory 
committee. The request may be for an 
oral presentation to the committee or for 
a concise, well-organized written sum¬ 
mary of pertinent information for review 
by the committee members prior to the 
meeting, or both. Unless specified other¬ 
wise, one copy of the written summary 
along with a proposed agenda outlining 
the topics to be covered and identifying 
the participating industry staff members 
or consultants that will present each 
topic shall be submitted to the executive 
secretary of the committee or other de¬ 
signated agency employee at least 3 
weeks prior to the meeting. 

<d) Any interested person may submit 
to an advisory committee written data, 
information, or views on any matter be¬ 
ing reviewed by that advisory commit¬ 
tee. Voluminous data shall be accom¬ 
panied by a summary. 

(1) Any such submission shall be dis¬ 
tributed to each advisory committee 
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member, either by mail or at the next 
advisory committee meeting, and shall 
be considered by the advisory committee 
in its review of the matter. 

(2) An advisory committee may estab¬ 
lish, and shall give public notice of, a 
cutoff date after which submissions re¬ 
lating to any matter shall no longer be 
received or considered. 

(e) The Commissioner shall provide 
to an advisory committee all data and 
information he concludes to be relevant 
to any matter being reviewed by the ad¬ 
visory committee. Any member of the 
advisory committee shall, upon request, 
also be provided any additional material 
available to the Food and Drug Admin¬ 
istration which he believes appropriate 
for an independent judgment on the 
matter, e.g., raw data underlying any 
summary or report, or a briefing on the 
legal aspects of the matter. 

§ 2.312 Conduct of a public, hearing be¬ 
fore a public advisory coni mitt ec. 

(a) For each advisory committee 
meeting, the open portion for public 
participation which constitutes a public 
hearing pursuant to § 2.304(a) shall be 
at least 1 hour long unless the public par¬ 
ticipation does not last that long, and 
may last for whatever longer time the 
advisory committee chairman determines 
will facilitate the work of the advisory 
committee. The Federal Register no¬ 
tice published pursuant to 5 2.305 shall 
designate the time specifically reserved 
for such public hearing, which shall 
ordinarily be the first portion of the 
meeting. Further public participation in 
any open portion of the meeting pur¬ 
suant to § 2.304(b) shall be solely at the 
discretion of the advisory committee 
chairman. 

(b) Any interested person who wishes 
to be assured of the right to make an 
oral presentation at a particular advi¬ 
sory committee hearing shall so inform 
the executive secretary of the advisory 
committee or other designated agency 
employee, orally or in writing, prior to 
the advisory committee meeting. 

(1) Such person shall state the gen¬ 
eral nature of the presentation and the 
approximate time requested. Whenever 
possible, all written data and informa¬ 
tion to be discussed by that person at 
the advisory committee hearing shall be 
furnished in advance to the executive 
secretary or other designated agency, em¬ 
ployee. Such written material shall be 
distributed or mailed to the advisory 
committee members in advance of the 
committee meeting if time permits, and 
otherwise will be distributed to the ad¬ 
visory committee members when they ar¬ 
rive for the meeting. Such mailing or dis¬ 
tribution shall be undertaken onlyDiy the 
agency unless the agency specifically per¬ 
mits the person making the presentation 
to mail or distribute such material. 

(2) Prior to the advisory committee 
hearing, the executive secretary or other 
designated agency employee shall deter¬ 
mine the amount of time allocated to 
each person for his oral presentation 
and the time that oral presentation is 
scheduled to begin. Each such person 
shall be so informed in writing, or if the 
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time prior to the hearing is short, by 
telephone. Joint presentations may be 
required by persons with common in¬ 
terests. 

(c) The chairman of the advisory com¬ 
mittee shall preside at the hearing pur¬ 
suant to § 2.306 and shall be accom¬ 
panied by other advisory committee 
members who shall serve as a panel in 
conducting the hearing. 

<d) Each person may use his allotted 
time in whatever way he wishes, consist¬ 
ent with a reasonable and orderly hear¬ 
ing. A person may be accompanied by any 
number of additional persons, and may 
present any written data, information, 
or views for inclusion in the record of the 
hearing, subject to the requirements of 
§ 2.311(c). 

(e) If a person is not present at the 
time specified for his presentation, the 
persons following will appear in order. 
An attempt will be made to hear any 
such person at the conclusion of the 
hearing. Any interested persons attend¬ 
ing the hearing who did not request an 
opportunity to make an oral presentation 
shail be given an opportunity to make an 
oral presentation at the conclusion of the 
hearing, in the discretion of the chair¬ 
man of the advisory committee, to the 
extent that time permits. 

(f) The chairman and other members 
of the advisory committee may question 
any person during or at the conclusion 
of his presentation. No other person at¬ 
tending the hearing may question a per¬ 
son making a presentation. The chair¬ 
man may allot additional time to any 
person when he concludes that it is in 
the public interest, but may not reduce 
the time allotted for any person without 
his consent. 

(g) Public participants may question 
an advisory committee member only with 
that advisory committee member’s per¬ 
mission and only about matters before 
the advisory committee. 

(h) The hearing shall be informal in 
nature, and the rules of evidence shall 
not apply. No motions or objections relat¬ 
ing to the admissibility of data, infor¬ 
mation, and views shall be made or con¬ 
sidered. but other participants may com¬ 
ment upon or rebut all such data, infor¬ 
mation. and views. No participant may 
interrupt the presentation of another 
participant at any hearing for any 
reason. 

§ 2.313 Minutes and report* of public* 
advisory committee meetings. 

(a> The executive secretary or other 
designated agency employee shall pre¬ 
pare detailed minutes of all advisory 
committee meetings, except that less de¬ 
tailed minutes may be prepared for open 
portions of meetings which are tran¬ 
scribed or recorded by the agency. Their 
accuracy shall be approved by the advi¬ 
sory committee and certified by the advi¬ 
sory committee chairman. Such approval 
and certification may be accomplished by 
mail and by telephone. 

(b) The minutes shall include: 

(1) The time and place of the meet¬ 
ing. 
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(2) The advisory committee members, 
committee staff, and agency employees 
present, and the names and affiliations 
or interests of public participants in the 
meeting. 

(3) A copy of or reference to all writ¬ 
ten information made available for con¬ 
sideration by the advisory committee at 
such proceedings. 

(4) A complete and accurate descrip¬ 
tion of matters discussed and conclusions 
reached. Such description shall be kept 
separately for the following portions of 
the meeting to facilitate their public dis¬ 
closure: The open portions specified in 
§ 2.304 (a) and (b). any closed portion 
during which a presentation is made pur¬ 
suant to § 2.304(c), and any closed de¬ 
liberative portion pursuant to § 2.304(d). 
The minutes of a closed deliberative por¬ 
tion of a meeting shall not refer to ad¬ 
visory committee members by name, ex¬ 
cept upon their request, or to data or 
information described in $ 2.316(b). Any 
such inadvertent references which do 
occur shall be deleted prior to public dis¬ 
closure. 

(5) A copy of or reference to all re¬ 
ports received, issued, or approved by the 
advisory committee. 

(6) Hie extent to which the meeting 
was open and closed to the public. 

(7) The extent of public participation, 
including a list of members of the public 
who presented oral or written state¬ 
ments. 

(c) For all advisory committee meet¬ 
ings any portion of which is closed, either 

(1) the minutes of the closed portion 
shall be available for public disclosure 
pursuant to § 2.316(a) (6) (i). or (2) if 
pursuant to § 2.316(a) (6) (ii) such min¬ 
utes are not promptly available, the ex¬ 
ecutive secretary or other designated 
agency employee shall prepare a brief 
summary of the matters considered in 
such manner as is informative to the 
public, consistent with the policy of 5 
U.S.C. 552(b). 

<d) Where a significant portion of the 
meetings of an advisory committee is 
closed, the advisory committee shall is¬ 
sue a report at least annually setting 
forth a summary of its activities and 
such related matters as would be infor¬ 
mative to the public consistent with the 
policy of 5 U.S.C. 552(b). Such report 
shall be a compilation of or be prepared 
from the individual reports on closed 
portions of meetings prepared pursuant 
to paragraph (c) of this section. 

(e) The executive secretary of each 
advisory committee or other designated 
agency employee shall, with the approval 
of the advisory committee, prepare an 
annual report describing its membership, 
functions, recommendations, and other 
actions. 

§ 2.314 TraWripIs of publie ndvbor t v 
committee meeting*. 

(a) A transcript or recording shall be 
made for each portion of every advisory 
committee meeting. Any such transcrip¬ 
tion or recording shall be arranged by 
the agency. 

(b) A transcript or recording of an 
open portion of an advisory committee 


meeting made by the Food and Drug Ad¬ 
ministration shall be included in the rec¬ 
ord of the advisory committee proceed¬ 
ings. 

(c) A transcript or recording of any 
closed portion of an advisory committee 
meeting made by the Food and Drug 
Administration shall not be included In 
the administrative record of the advisory 
committee proceedings. Such transcript 
or recording shall be retained as confi¬ 
dential by the Food and Drug Adminis¬ 
tration and shall not be discarded or 
erased. 

(d> Any transcript or recording of an 
advisory committee meeting or portion 
thereof which is publicly available pur¬ 
suant to this section shall be available 
at actual cost of duplication, which shall 
be, where applicable, the fees established 
in § 4.42 of tills chapter. The Food and 
Drug Administration may furnish the 
requested transcript or recording for 
copying to a private contractor who shall 
charge directly for the cost of copying 
pursuant to § 4.51 of this chapter. 

(e) Any person attending any open 
portion of an advisory committee meet¬ 
ing may, consistent with the orderly con¬ 
duct of the meeting, record or otherwise 
take his own transcript of the meeting 
Such transcription shall not be part of 
the administrative record. 

(f) No person attending any closed 
portion of any advisory committee meet¬ 
ing may record or otherwise take his own 
transcript of the meeting, except for an 
official transcript or recording arranged 
by the Food and Drug Administration. 

§ 2.315 Administrative record of a pub¬ 
lic hearing before a public adviaory 
committee. 

(a) Advice or recommendations of an 
advisory committee shall be given only 
on matters covered in the administrative 
record of the advisory committee’s pro¬ 
ceedings. Except as specified otherwise in 
regulations in this chapter, such admin¬ 
istrative record shall consist of all of the 
following: 

Cl) Any transcript or recording that 
was made of any open portion of a meet¬ 
ing relating to the matter. 

(2) The minutes of all portions of all 
advisory committee meetings relating to 
the matter, after any deletions pursuant 
to 5 2.313(b)(4). 

(3) All written submissions made to 
and data and information considered by 
the advisory committee relating to the 
matter. 

(4) All reports made by the advisory 
committee relating to the matter. 

(b) The record of the administrative 
proceeding shall be closed at the time the 
advisory committee renders its advice or 
recommendations or at any earlier time 
specified by the advisory committee or 
in other sections in this chapter. 

§ 2.316 Examination of administrative 
record mid oilier advisory roiiimiftoe 
record*. 

(a) The administrative record and 
other advisory committee records shall 
be available for public disclosure pursu¬ 
ant to the provisions of Part 4 of this 
chapter, except as provided in paragraph 
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. b) of this section, at the following time: 

The written information made 
available for consideration by the ad- 
visory committee at any meeting, at the 
same time. 

(2) The transcript or recording of any 
open portion of a meeting, as soon as 
it is available. 

(3) The minutes of any open portion 
of a meeting, after they have been ap¬ 
proved by the advisory committee and 
certified by the advisory committee 
chairman. 

(4) The brief summary of any closed 
portion of a meeting prepared pursuant 
to § 2.313(c), a soon as it is available. 

(5) All written data, information, or 
views submitted to the advisory commit¬ 
tee at any open portion of a meeting, as 
soon as they are so submitted. 

(6) The minutes or portions thereof 
of any closed executive portion of a 
meeting: 

(i) For any matter not directed to be 
maintained as confidential pursuant to 
§ 2.307(h) (2), after they have been ap¬ 
proved by the advisory committee and 
certified by the advisory committee 
chairman. 

(li) For any matter directed to be 
maintained as confidential pursuant to 
5 2.307(h) (2), after the advice or report 
of the advisory committee relevant to 
those minutes or portions thereof is 
acted upon by the Commissioner, or 
upon a determination by the Commis¬ 
sioner that such minutes or portions 
thereof may be made available for pub¬ 
lic disclosure without undue interfer¬ 
ence with agency or advisory committee 
operations. 

(7) Any formal advice or report of the 
advisory committee, after it has been 
acted upon. i.e. f approved, disapproved, 
or rejected as inadequate, by the Com¬ 
missioner. or upon a determination by 
the Commissioner that such formal ad¬ 
vice or report may be made available for 
public disclosure without undue interfer¬ 
ence with agency and/or advisory com¬ 
mittee operations. Such formal advice 
or report may be retained as confiden¬ 
tial while it is under active advisement. 

(8) Any other advisory committee rec¬ 
ords relating to the matter involved, ex¬ 
cept transcripts and recordings ol closed 
portions of advisory committee meetings, 
after the advice or report of the advisory 
committee relevant to those records is 
acted upon by the Commissioner, or upon 
n determination by the Commissioner 
that such records may be made available 
for public disclosure without undue in¬ 
terference with agency or advisory com¬ 
mittee operations. 

(b) The following data and informa¬ 
tion contained in the administrative rec¬ 
ord shall not be available for public ex¬ 
amination or copying except as provided 
in 5 2.117(g): n. 

(1) Material provided to the advisory 
committee by the Food and Drug Admin¬ 
istration which is exempt from public 
disclosure pursuant to the provisions of 
Part 4 of this chapter and the regula¬ 
tions referenced therein. 

(2) Material provided to the advisory 
committee by a person making a pres- 
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entation described in § 2.304^c> and 
which is prohibited from public disclo¬ 
sure pursuant to the provisions of Part 

4 of this chapter and the regulations ref¬ 
erenced therein. 

(c) The Public Records and Docu¬ 
ments Center shall maintain a file for 
each advisory committee containing the 
following principal records of that ad¬ 
visory committee for ready access by the 
public: The advisory committee charter, 
a list of advisory committee members 
and their curricula vitae, the minutes of 
advisory committee meetings, and any 
formal advice or report of the advisory 
committee. 

§2.317 Public inquiries and requests* 
fur public advisor) committee rec¬ 
ords. 

(a) Public inquiries on general advi¬ 
sory committee matters, except requests 
for records, shall be directed to: Com¬ 
mittee Management Officer (HFS-20). 
Office of the Associate Commissioner for 
Science. Food and Drug Administration, 
5600 Fishers Lane, Rockville. MD 20857. 

(b> Public inquiries on matters re¬ 
lating to a specific advisory committee, 
except requests for records, shall be di¬ 
rected to the executive secretary of the 
advisory committee or other designated 
agency employee as listed in the Federal 
Register notices published pursuant to 

5 2.305. 

(c) All requests for public advisory 
committee records, including minutes, 
shall be made to the Food and Drug Ad¬ 
ministration Public Records and Docu¬ 
ments Center pursuant to § 4.40 and the 
related provisions of Part 4 of this chap¬ 
ter. 

§ 2.3 lg Determination Mo close portion* 
of public advisory committer meet¬ 
ings. 

(a> No advisory committee meeting 
shall be entirely closed. A portion of an 
advisory committee meeting may be 
closed only pursuant to a determination 
made in writing by the Commissioner, 
stating the reasons therefor, in accord¬ 
ance with this section. 

(b) The executive secretary of an ad¬ 
visory committee or other designated 
agency employee shall prepare the initial 
request for a determination to close a 
portion of an advisory committee meet¬ 
ing. specifying the matter(s) to be dis¬ 
cussed during the closed portion and the 
reasons why the portion should be closed. 
The Commissioner, based upon this re¬ 
quest and with the concurrence of the 
Chief Counsel, shall determine whether 
to close a portion of an advisory commit¬ 
tee meeting. The reasons for closing a 
portion of a meeting shall be announced 
in the Federal Register notice of the 
meeting published pursuant to § 2.305 In 
accordance with the following rules: 

(1) Any determination to close a por¬ 
tion of a meeting shall restrict such 
closing to the shortest possible time con¬ 
sistent with the policy established in this 
section. 

(2) A portion of a meeting may be 
closed only if the Commissioner deter¬ 
mines that the closing is permitted under 
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5 U.S.C. 552b(c>, and that the closing Is 
necessary. 

(3> Examples of portions of advisory 
committee meetings which ordinarily 
may be closed include the review, dis¬ 
cussion. and evaluation of drafts of reg¬ 
ulations or guidelines or similar pre¬ 
existing internal agency documents, but 
only if their premature disclosure is likely 
to significantly frustrate implementation 
of proposed agency action; review of 
trade secrets and confidential commercial 
or financial information; consideration 
of matters involving investigatory files 
compiled for law enforcement purposes; 
and review of matters disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

(4) Examples of advisory committee 
meetings which ordinarily shall not be 
closed include the review, discussion, and 
evaluation of general preclinical and 
clinical test protocols and procedures for 
a class of drugs or devices; consideration 
of labeling requirements for a class of 
marketed drugs and devices; review of 
data and Information on specific investi¬ 
gational or marketed drugs and devices 
which have previously been made public: 
presentation of any other data or infor¬ 
mation which is not exempt from public 
disclosure pursuant to 5 U.S.C. 552b(c>: 
and deliberative sessions to formulate ad¬ 
vice and recommendations to the agency 
on matters that do not independently 
justify closing. 

(5) No portion of an advisory com¬ 
mittee meeting devoted to matters other 
than those designated in paragraphs 
<b) (1) through (3) of this section mav be 
closed, and no portion of a meeting of the 
Technical Electronic Product Radiation 
Safety Standards Committee may be 
closed, except in accordance with § 2.354. 

(6) A matter which is properly con¬ 
sidered in an open portion of an advisory 
committee meeting may instead be con¬ 
sidered in a closed portion only if it is so 
inextricablv intertwined with matters to 
be discussed in a closed portion that it is 
not feasible to separate them or discus¬ 
sion of the matter in an open portion 
would compromise or impinge upon the 
matters to be discussed in the closed 
portion. 

(c) Attendance at a closed portion of 
an advisory committee meeting shall be 
governed by the following rules: 

(1) A portion of an advisory commit¬ 
tee meeting that has been closed for the 
presentation or discussion of data and 
information that constitute trade secrets 
or confidential commercial or financial 
information as defined in 5 4.61 of this 
chapter, shall be attended only by voting 
advisory committee members, non voting 
members representing consumer inter¬ 
ests who are also special government em¬ 
ployees as provided in 5 2.330(b), the 
executive secretary of the advisory com¬ 
mittee. a transcriber, consultants, and 
such other regular employees of the Food 
and Drug Administration (including 
members of the Office of the Chief Coun¬ 
sel) as the chairman of the advisory com¬ 
mittee may invite, and, by those persons 
authorized to be present, as provided in 
5 2.304(c), for presentation of data and 
information which are prohibited from 
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public disclosure. Any person making a 
presentation described in § 2.304(c) may 
be accompanied by a reasonable number 
of employees, consultants, or other per¬ 
sons with whom he has a commercial 
arrangement within the meaning of 
5 4.81(a) of this chapter. 

(2) A portion of an advisory commit¬ 
tee meeting that has been closed for con¬ 
sideration of existing internal agency 
documents falling within § 4.62 of this 
chapter where premature disclosure is 
likely to significantly frustrate imple¬ 
mentation of proposed agency action; 
consideration of personnel, medical, and 
similar files, disclosure of which would 
constitute a clearly unwarranted in¬ 
vasion of personal privacy within the 
meaning of 5 4.63 of this chapter; or con¬ 
sideration of investigatory records com¬ 
piled for law enforcement purposes as 
defined in § 4.64 of this chapter shall be 
attended only by advisory committee 
members (including all voting and non¬ 
voting members), the executive secretary 
of the advisory committee, a transcriber, 
and such other regular employees of the 
Food and Drug Administration (includ¬ 
ing members of the Office of the Chief 
Counsel) as the chairman of the ad¬ 
visory committee may invite. Consult¬ 
ants, individuals performing personal 
service contracts, employees of other 
Federal agencies, and the general public 
may not attend such portions. 

(3) If any person other than a person 
permitted to attend in accordance with 
paragraphs (cKl) and (2) of this sec¬ 
tion attempts to attend a closed portion 
of an advisory committee meeting with¬ 
out the approval of the executive secre¬ 
tary and the chairman, and the matter 
is brought to their attention, such per¬ 
son will be required to leave the meeting 
immediately. Such inadvertent and un¬ 
authorized attendance shall not enable 
other unauthorized persons to attend, 
nor shall such attendance, of itself, con¬ 
stitute grounds for release of transcripts 
of such closed portions or any other 
documents otherwise exempt from dis¬ 
closure under 5 2.316 and Part 4 of this 
chapter. 

(4) If any person other than a person 
permitted to attend in accordance with 
paragraphs (c) (1) and (2) of this sec¬ 
tion is allowed by the executive secretary 
and the chairman to attend a closed 
portion of an advisory committee meet¬ 
ing, that portion shall be open to attend¬ 
ance by any Interested person. 

§ 2.319 A<lminMrnli\r remetlie*. 

Any person who alleges noncompliance 
by the Commissioner or an advisory com¬ 
mittee with any provision of this subpart 
or the Federal Advisory Committee Act 
may pursue the following administrative 
remedies. 

(a) If the person objects to any action. 
Including a failure to act, other than de¬ 
nial of access to an advisory committee 
document, he shall submit a petition in 
the form and pursuant to the require¬ 
ments specified in 5 2.7. The provisions of 
5 2.11 relating to exhaustion of adminis¬ 
trative remedies shall be applicable. 

(1) If the person objects to past ac¬ 
tion. the petition shall be submitted 
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within 30 days after the action objected 
to. If the Commissioner determines that 
there was noncompliance with any pro¬ 
vision of this subpart or of the Federal 
Advisory Committee Act, he shall grant 
any appropriate relief and shall take ap¬ 
propriate steps to prevent its recurrence 
in the future. 

(2) If the person objects to proposed 
future action, the Commissioner shall 
expedite his review of the petition and 
shall make a reasonable effort to render 
a decision prior to the action which is 
the subject of the petition. 

(3) If the person objects to action that 
is imminent or is occurring and which 
could not reasonably have been antici¬ 
pated in advance, e.g.. the closing of a 
portion of a meeting which is made 
known Tor the first time on the day of 
the meeting, the matter may be handled 
by an oral petition in lieu of a written 
petition. 

(b) If the person objects to a denial 
of access to an advisory committee docu¬ 
ment, administrative review shall be pur¬ 
sued in accordance with the procedures 
established by the Department of Health, 
Education, and Welfare under 45 CFR 
5.82. 

§ 2.320 Applicability to Congrt***. 

The provisions of this subpart shall 
apply to Congress, individual members 
of Congress, and other employees or rep¬ 
resentatives of Congress in the same way 
that they apply to any other member of 
the public, except that disclosure of ad¬ 
visory committee records to Congress 
shall be governed by the provisions of 
§ 4.87 of this chapter. 

§ 2.321 dommilUM N working pursuant to 
n contract willt the Food and Drug 
Administration. 

(a) The Food and Drug Administra¬ 
tion may enter into contracts with inde¬ 
pendent scientific or technical organiza¬ 
tions to obtain advice and recommenda¬ 
tions on particular matters, and such 
organizations may in turn undertake 
such work through existing or new com¬ 
mittees. Whether a particular committee 
working pursuant to such a contract 
is a public advisory committee and thus 
subject to all of the provisions of the 
Federal Advisory Committee Act and this 
subpart will depend upon application of 
the criteria and principles established In 
{ 2.300(b). 

(b) The following minimum standards 
shall apply to any committee of an inde¬ 
pendent scientific or technical organiza¬ 
tion which is working pursuant to a con¬ 
tract Initially executed with the Food 
and Drug Administration subsequent to 
July 1, 1975, but which is determined 
not to be a public advisory committee: 

(1) The committee shall give public 
notice of its meetings and agenda, and 
shall provide any interested person an 
opportunity to submit data, information, 
and views, in writing at any time, and 
orally at specified times, relevant to the 
matter which is the subject of the con¬ 
tract. Such notice may be published in 
the Federal Register or disseminated by 


any other reasonable means, and shall 
in any event be filed with the Hearing 
Clerk not less than 15 days before the 
meeting. The length of time permitted 
for oral presentations and the extent to 
which the committee meets in open ses¬ 
sion other than for such oral presenta¬ 
tions is in the discretion of the 
committee. 

(2) Minutes of all open sessions shall 
be maintained, to which shall be attached 
all written submissions made to the com¬ 
mittee in open session. After approval, 
such minutes shall be forwarded to the 
Hearing Clerk and placed on public dis¬ 
play TThe extent to which the committee 
maintains minutes of closed sessions Is 
at the discretion of the committee. 

(3) In selecting the members of the 
Committee, the organization involved 
shall apply the same principles relating 
to conflicts of interest as the Food and 
Drug Administration does In establishing 
a public advisory committee. 8uch prin¬ 
ciples are set out or cross-referenced in 
this subpart and in Subnart G of this 
part. Upon request, the Food and Drug 
Administration will assist or provide 
guidance to any such organization in 
meeting this requirement. 

§ 2.322 Application of anticancer 
clause*. 

Whenever the Commissioner concludes 
that it is appropriate to obtain an in¬ 
dependent review of any scientific issue 
involving application of the anticancer 
clauses in section 409(c)(3)(A), 512(d) 
(1) (H). or 706(b) (5) (B) of the act, in¬ 
cluding whether a substance has been 
found to induce cancer when ingested by 
man or animal, and whether a substance 
has been found, after appropriate tests 
other than ingestion, to induce cancer in 
man or animal, he shall ordinarily refer 
such matter to the Toxicology Advisory 
Committee which shall hold a public 
hearing and provide advice and recom¬ 
mendations to the Commissioner on such 
matter, except as specifically required 
by the provisions of section 706(b) (5> 
(C) of the act and 5 2.363(a) (2) relating 
to color additives. 

Members of Public Advisory Committees 

§ 2.330 Qualifications for. , member* of 
*tumlmg policy und teclinicnl ml'«- 
m>ry committees. 

(a) Members of policy advisory com¬ 
mittees, which advise the Commissioner 
on broad and general matters, shall pos¬ 
sess the following qualifications: 

<1) Policy advisory committee mem¬ 
bers shall possess diverse interests, edu¬ 
cation, training, and experience. Tech¬ 
nical expertise in the subject matter with 
which the advisory committee is involved 
shall not be a requirement. 

<2) Policy advisory committee mem¬ 
bers are special government employees 
and are subject to the conflict of interest 
laws and regulations. The Commissioner 
has determined that, because members 
representing particular interests, e.g., a 
representative of labor, industry, con-, 
suiners, or agriculture, are included on 
advisory committees specifically for the 
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purpose of representing such interests, 
any financial interest covered by 18 
U S.C. 208(a) in the class which the 
member represents is irrelevant to the 
services which the government expects 
from them and thus is hereby exempted 
pursuant to 18 U.S.C. 208(b) as too re¬ 
mote and inconsequential to affect the 
integrity of their services. 

(3) All members of policy advisory 
committees shall be voting members. 

tb) Members of technical advisory 
committees, which advise on specific reg¬ 
ulatory issues, shall possess the follow¬ 
ing qualifications: 

(1) Voting members of technical advi¬ 
sory committees: 

(1) Shall possess expertise in the par¬ 
ticular subject matter with which the 
committee is concerned. Members shall 
have diverse professional education, 
training, and experience so that the com¬ 
mittee will reflect a balanced composition 
of sufficient scientific expertise to handle 
the problems that come before it. 

(ii) Except fir members of the Tech¬ 
nical Electronic Product Radiation 
Safety Standards Committee, are special 
government employees, subject to the 
conflict of interest laws and regulations. 

(2) The Commissioner shall, when re¬ 
quired by statute, and when not required 
by statute, may provide for non voting 
members of a technical advisory com¬ 
mittee to serve as representatives of and 
liaison with interested organizations. 
Nonvoting members of technical advisory 
committees: 

(i> Shall be selected by the interested 
organizations, as provided in § 2.332. 
Technical expertise in the subject mat¬ 
ter with which the advisory committee 
is involved shall not be a requirement. 

(ii) May be special government em¬ 
ployees subject to the conflict of interest 
laws and regulations, except as provided 
inf 2.332(e). 

(c) No person may serve as a voting 
or nonvoting member on more than one 
Pood and Drug Administration advisory 
committee unless the Commissioner de¬ 
termines in writing that such dual mem¬ 
bership will facilitate the work of the 
committees involved and is in the public 
interest. 

(d) Members of Food and Drug Ad¬ 
ministration advisory committees and 
the chairman thereof shall be appointed 
from among those nominated pursuant 
to §§ 2.331 and 2.333 and from any other 
sources by the Secretary, the Assistant 
Secretary for Health, or the Commis¬ 
sioner, pursuant to duly promulgated 
procedures and delegations of authority. 

(e) Members appointed to an advisory 
c ommittee shall continue to serve for the 
duration of the advisory committee, or 
until their terms of appointment ex¬ 
pire. they resign, or are removed from 
membership by the Commissioner. 

(f) An advisory committee member 
may be removed from membership by 
the Commissioner for good cause. Good 
cause shall include excessive unjustified 
absenteeism from advisory committee 
meetings, a demonstrated bias which in¬ 
terferes with the ability to render objec- 
tive advice, failure to abide by the pro¬ 
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cedures established in this subpart, or 
violation of other applicable rules and 
regulations, e.g.. for nonvoting members, 
the provisions of § 2.333(c). 

(g) Consultants appointed pursuant to 
§ 2.308(c) are not members of public ad¬ 
visory committees. 

§ 2.331 .Nominalion* of voting nirnihcrs 
of Mantling advisory commit lee*. 

fa) The Commissioner shall publish 
one or more notices in the Federal Reg¬ 
ister each year requesting nominations 
for voting members of all existing stand¬ 
ing advisory committees. Each such 
notice shall list separately the standing 
advisory committees covered by the no¬ 
tice in which it is known that vacancies 
will occur during the next 12 months 
and in which vacancies are not expected 
but may occur. The notice shall invite 
the submission of nominations for voting 
members for any vacancies from any 
interested individual as well as from 
consumer, industry, and professional or¬ 
ganizations for the advisory committees 
listed. 

(b) The notice published in the Fed¬ 
eral Register announcing the estab¬ 
lishment of a new standing advisory 
committee pursuant to 5 2.301(b) shall 
invite the submission of nominations for 
voting members for such advisory com¬ 
mittee. 

(c) Any interested person may nomi¬ 
nate one or more qualified persons as 
a member of a particular advisory com¬ 
mittee. Nominations shall specify the 
advisory committee for which the nomi¬ 
nee is recommended. A complete cur¬ 
riculum vitae of the nominee shall be 
included. Nominations shall state that 
the nominee is aware of the nomination, 
is willing to serve as a member of the 
advisory committee, and appears to have 
no conflict of interest which would pre¬ 
clude committee membership. 

(d i Voting members of standing tech¬ 
nical advisory committees shall serve as 
individuals and not as representatives 
of any group or organization which nom¬ 
inated them or with which they may be 
affiliated. 

§ 2.332 Nomination* and selection of 
nonvoting niembcro of standing 
tc<*lini«'al advisory committees. 

(a) The provisions of this section shall 
apply whenever the Commissioner con¬ 
cludes. in his discretion, that a standing 
technical advisory committee should in¬ 
clude nonvoting members in order to 
represent and serve as a liaison with in¬ 
terested individuals and organizations. 

(b) Except where the Commissioner 
determines otherwise, nonvoting mem¬ 
bers of a standing technical advisory 
committee shall be selected in accord¬ 
ance with paragraphs (c) and (d) of 
this section and shall be limited to one 
member selected by consumer groups 
and organizations and one person select¬ 
ed by industry groups and organizations. 

(c) With respect to any nonvoting 
member representing consumer interests, 
and except as provided in paragraph (c) 
(5) of this section, the Commissioner 
shall publish a notice in the Federal 
Register requesting nominations for 
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each specific standing technical advisory 
committee, or subcommittee thereof, for 
which he has determined that nonvoting 
members are appropriate. 

(1) A period of 30 days shall be per¬ 
mitted for submission of such nomina¬ 
tions for that particular advisory com¬ 
mittee or subcommittee. Any interested 
person may nominate one or more quali¬ 
fied persons as a nonvoting member of 
a particular advisory committee to repre¬ 
sent consumer interests. Although nomi¬ 
nations from individuals will be accept¬ 
ed. individuals are encouraged to submit 
their nominations through consumer or¬ 
ganizations as defined in paragraph (c) 

(3) of this section. Nominations of quali¬ 
fied persons for general consideration as 
nonvoting members of unspecified ad¬ 
visory committees or subcommittees may 
be made at any time. All nominations 
shall be submitted in writing to Director, 
Office of Consumer Programs (HFG-1), 
Office of Assistant Commissioner for Pro¬ 
fessional and Consumer Programs, Food 
and Drug Administration. Rm. 15B-41, 
5600 Fishers Lane. Rockville, MD 20857. 

(2) A complete curriculum vitae of 
any nominee shall be included. Nomina¬ 
tions shall state that the nominee is 
aware of the nomination, is willing to 
serve as a member of an advisory com¬ 
mittee, and appears to have no conflict 
of interest. If a nominee is interested 
only in a particular advisory committee 
or subcommittee, the nomination shall 
so state. If a nominee is interested in be¬ 
coming a member of any advisory com¬ 
mittee or subcommittee, the nomination 
shall so state. Nominations which do not 
comply with the requirements of this 
paragraph shall not be considered. 

(3) The Director, Office of Consumer 
Programs, shall compile a lifct of orga¬ 
nizations whose objectives are to pro¬ 
mote. encourage, and contribute to the 
advancement of consumer education and 
to the resolution of consumer problems. 
All organizations listed shall be entitled 
to vote upon the nominees. The list will 
include organizations representing the 
public interest, consumer advocacy 
groups, and consumer/health branches 
of Federal. State, and local governments. 
Any organization that meets the criteria 
may be included on such list upon re¬ 
quest. 

(4) The executive secretary, or other 
designated agency employee, shall review 
the list of nominees and select three 
to five qualified nominees to be placed 
on a ballot. Names not selected will re¬ 
main on a list of eligible nominees and 
reviewed periodically by the Office of 
Consumer Programs to determine con¬ 
tinued interest. Upon selection of the 
nominees to be placed on the ballot, the 
curriculum vitae for each of the nomi¬ 
nees shall be sent to each of the orga¬ 
nizations on the list compiled pursuant 
to paragraph (c) (3) of this section, to¬ 
gether with a ballot to be filled out and 
returned within 30 days. After the time 
for return of the ballots has expired, 
the ballots shall be counted and the 
nominee who has received the highest 
number of votes shall be selected as the 
nonvoting member representing con¬ 
sumer interests for that particular ad- 
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visory committee or subcommittee. In 
the event of a tie, the Commissioner 
shall select the winner by lot from among 
those tied for the highest number of 
votes. 

< 5) In the event of the resignation 
or removal of a member representing 
consumer interests before termination 
of the advisory committee on which the 
member is serving, the following proce¬ 
dures shall be used to appoint a replace¬ 
ment to serve out the term of the former 
member. 

(i) The Commissioner shall appoint 
the runner-up. in order of number of 
ballots received, on the orignial ballot 
submitted pursuant to paragraph (c)<4> 
of tliis section to fill the vacancy. If 
the runner-up is no longer willing to 
serve as a member, then the next run¬ 
ners-up shall be appointed. 

(ii) If none of the nominees on the 
original ballot is willing to serve, or if 
there was only one nominee on the origi¬ 
nal ballot, the Office of Consumer Pro¬ 
grams shall contact by telephone eligible 
individuals whose names have been sub¬ 
mitted in the past as candidates for 
membership as representatives of con¬ 
sumer interests. A list of persons who 
are interested in serving on an advisory 
committee shall then be prepared. The 
curricula vitae of these persons, together 
with a ballot, shall be sent to a repre¬ 
sentative number of consumer organiza¬ 
tions that have been determined to be 
eligible to vote for consumer representa¬ 
tives in accordance with paragraph (c) 
(3) of this section. After 4 days have 
elapsed, the Office of Consumer Pro¬ 
grams shall contact the consumer orga¬ 
nizations by telephone and elicit their 
votes. The candidate who has received 
the highest number of votes shall be se¬ 
lected. In the event of a tie. the Com¬ 
missioner shall select the winner by lot 
from among those tied for the highest 
number of votes. 

(d) With respect to any nonvoting 
member representing industry Interests, 
the Commissioner shall issue in the Fed¬ 
eral Register, for each specific standing 
technical advisory committee for which 
he has determined that nonvoting mem¬ 
bers are appropriate, a notice requesting 
that any industry organization interested 
in participating in the selection of an 
appropriate nonvoting member repre¬ 
senting industry interests send a letter 
stating that interest to the Food and 
Drug Administration employee desig¬ 
nated in the notice within 30 days. After 
the time for such expression of interest 
has expired, a letter shall be sent to each 
organization which has expressed such 
an interest, attaching a complete list of 
all such organizations, and stating that 
it is their responsibility to consult with 
each other in selecting a single nonvoting 
member representing industry interests 
for that particular advisory committee 
within 60 days after receipt of the letter. 
If no such individual is so selected within 
that period of time, the Commissioner 
shall select the nonvoting member rep¬ 
resenting industry interests to serve on 
that advisory committee. 


(e> The Commissioner has determined 
that, because nonvoting members repre¬ 
senting consumer and industry interests 
are included on advisory committees spe¬ 
cifically for the purpose of representing 
such interests and have no vote, any 
financial interest covered by 18 U.S.C. 
208'a) in the class which the member 
represents is irrelevant to the services 
which the government expects from them 
and thus is hereby exempted pursuant to 
18 UJS.C. 208(b) as too remote and in¬ 
consequential to affect the integrity of 
their services. 

§ 2.333 Hijslttn ttml rrspon-ibililirs of 
non voting member* of advisory com¬ 
mittees. 

(a> A nonvoting member of an advi¬ 
sory committee selected to represent and 
serve as a liaison with interested indi¬ 
viduals, associations, and organizations, 
shall have the same rights as any other 
advisory committee member except that: 

(DA nonvoting member shall not vote 
on any matter before the advisory com¬ 
mittee except such procedural matters 
as additional rules adopted pursuant to 
§ 2.309(a), approval of minutes pursuant 
to 8 2.313(a), decisions relating to tran¬ 
scripts pursuant to § 2.314(b), and future 
meeting dates. 

(2) No non voting member who is not 
a representative of consumer interests 
and who has not also been appointed as 
a special government employee as pro¬ 
vided in g 2.330(b) shall have access to 
data and information that constitute a 
trade secret or confidential commercial 
or financial information as defined in 
§ 4.61 of this chapter. 

(b) A nonvoting member of an advi¬ 
sory committee is subject to, and shall 
abide by, all rules and regulations 
adopted by the Food and Drug Adminis¬ 
tration and the advisory committee. 

(c) It is the responsibility of the non- 
voting consumer and industry members 
of an advisory committee to represent 
the consumer and industry interests in 
all deliberations. 

(1) A nonvoting member does not rep¬ 
resent any particular organization or 
group, but rather represents all inter¬ 
ested persons within the class which he is 
selected to represent. Accordingly, any 
interested person within the class rep¬ 
resented by that nonvoting member shall, 
upon request, have access to all written 
statements or oral briefings related to 
the committee prepared by the nonvoting 
member for distribution to any person 
outside the advisory committee. When 
documents are prepared with nongov¬ 
ernment funds, persons desiring copies 
may be required to pay a reasonable fee 
to cover printing and similar costs. 

(2) The nonvoting member shall re¬ 
view all official advisory committee min¬ 
utes to assure their completeness and ac¬ 
curacy. 

(3) The nonvoting member shall act as 
a liaison and conduit between the advi¬ 
sory committee and the interested per¬ 
sons whom he represents, and shall 
transmit requests for information from 
the committee and relevant data, in¬ 
formation. and views to the committee. 


He shall take the initiative in contact¬ 
ing interested persons whom he repre¬ 
sents, to seek out relevant data. Informa¬ 
tion, and views, and to relate the progress 
of the advisory committee. 

(4) A nonvoting industry member 
shall represent all members of the indus¬ 
try, and not any particular association, 
company, product, or ingredient. If a 
matter comes before the committee that 
directly or indirectly affects the com¬ 
pany which employs the nonvoting in¬ 
dustry member, he shall so inform the 
committee but need not absent himself 
during the discussion or decline to par¬ 
ticipate in the discussion. A nonvoting 
industry member shall not discuss his 
company's position as such, but may dis¬ 
cuss any matter in general terms. All 
presentations and discussions of scien¬ 
tific data and their interpretation on be¬ 
half of a company shall occur in open 
session, except as provided In 8 2.304(c) 

(5) A non voting member of an advi¬ 
sory committee shall not make any pres- 
enation to that advisory committee dur¬ 
ing a hearing conducted by that advisory 
committee. 

(6) Although a nonvoting member is 
serving In a representative capacity, he 
shall exercise restraint in performing his 
functions and shall not engage in un¬ 
seemly advocacy or attempt to exert un¬ 
due influence over the other members of 
the committee. 

(d) A nonvoting member of an advi¬ 
sory committee may be removed by the 
Commissioner for failure to comply with 
the provisions of this section as well as 
§ 2.330(f). 

§ 2.3.34 Ad hot* advisory com millin' 
members. 

In selecting members of an ad hoc ad¬ 
visory committee, the Commissioner may 
utilize the procedures established in 
85 2.331 and 2.332 or any other procedure 
he concludes to be appropriate under 
the circumstances. 

§2.3.33 Compensation of public advi¬ 
sory committee members. 

<a) All voting advisory committee 
members shall, and any nonvoting mem¬ 
bers may, (1) be appointed as special 
government employees, except for mem¬ 
bers of the Technical Electronic Product 
Radiation Safety Standards Committee, 
and (2) receive a consultant fee and be 
reimbursed for their travel expenses, in¬ 
cluding per diem in lieu of subsistence, 
unless such compensation and remburse- 
ment is waived. 

<b) An advisory committee member, 
notwithstanding his primary residence, 
while in attendance at meetings of the 
full committee, or of a subcommittee, 
will be paid whether the meetings are 
held in the Washington, DC area or 
elsewhere. 

(c) An advisory committee member 
who participates in any agency-directed 
assignment will be paid at an hourly rate 
when he performs his work at his home, 
place of business, or in a Pood and Drug 
Administration facility located within 
his commuting area, and at a daily rate 
when lie is required to travel outside oi 
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his commuting area to perform his as¬ 
signment. An advisory committee mem¬ 
ber will not be paid for time spent on 
normal preparation for a committee 

meeting. 

<1 > An agency-directed assignment is 
an assignment which meets the follow¬ 
ing criteria: 

(i> An activity which requires under¬ 
taking a definitive study. The activity 
must produce a tangible end product, 
usually a written report. Examples are 
an analysis of the risks and benefits 
of the use of a class of drugs or a report 
on a specific problem generated by an 
IND or NDA: ib) the performance of 
similar investigations or analysis of com¬ 
plex industry submissions to support 
advisory committee deliberations other 
than normal meeting preparation: (c) 
the preparation of a statistical analysis 
leading to an estimate of toxicologically 
safe dose levels; and id) the design or 
analysis of animal studies of toxicity, 
mutagenicity, teratogenicity, or carcino¬ 
genicity. 

<ii) The performance of an IND or 
NDA review or similar review. 

(2) An advisory committee member 
who undertakes a special assignment, 
the end product of which does not rep¬ 
resent the end product of the advisory 
committee, but rather of his own assign¬ 
ment. can be compensated. Should such 
preparatory work by advisory committee 
members collectively result in an end 
product of the advisory committee, this 
is to be considered normal meeting prep¬ 
aration and advisory committee mem¬ 
bers are not to be compensated for this 
work. 

(d> Salary while in travel status is 
authorized when an advisory committee 
member has his ordinary pursuits inter¬ 
rupted for the substantial portion of an 
additional day beyond the day or days 
on which he performs services, and as 
a consequence he sustains a loss in his 
regular compensation. This applies on 
weekends and holidays if the special 
government employee suffers a loss in 
income he would otherwise earn on that 
day. For travel purposes, a substantial 
portion of a day is defined as 50 percent 
of the working day. and the traveler will 
be paid at a daily rate. 

Standing Advisory Committees 

§ 2. .'MO Lw! of htamling advisory coin¬ 
mil lees*. 

The following standing advisory com¬ 
mittees have been established for the 
Food and Drug Administration. 

fa> Office of the Commissioner —(1) 
Board of Tea Experts, (i) Date estab¬ 
lished: March 2. 1897. 

<ii> Function: Advises on establish¬ 
ment of uniform standards of purity, 
quality, and fitness for consumption of 
all tea imported into the United States 
pursuant to 21 U.S.C. 42. 

<2) National Advisory Food and Drug 
Committee. (i> Date established: Novem¬ 
ber 15,1974. 

<ii> Function: Reviews and evaluates 
agency programs and advises on policy 
matters of national significance as they 


relate to the statutory mission of the 
Food and Drug Administration in the 
areas of foods, drugs, cosmetics, medical 
devices, biological products, and elec¬ 
tronic products. Reviews and makes 
recommendations on applications for 
grants-in-aid for research projects rele¬ 
vant to the mission of the Food and Drug 
Administration as required by law. 

(3» Toxicology Advisory Committee. 
ti> Date established: December 9, 1974. 

(ii) Function: Reviews and evaluates 
available data relating to the evaluation 
of the safety of chemicals present in 
foods, drugs, cosmetics, and medical de¬ 
vices. Advises on the safety of specific 
human drugs, animal drugs, color and 
food additives, cosmetic components, and 
components of devices. Recommends the 
development of standardized methodolo¬ 
gies for the toxicity testing of such ma¬ 
terials. 

ib) Bureau of Biologies. (1) Advisory 
review panels for biological products, and 
dates established, (i) Bacterial Vaccines 
and Bacterial Antigens Panel. Estab¬ 
lished December 22, 1972. 

<ii> Bacterial Vaccines and Toxoids 
Panel. Established April 16. 1973. 

(iii) Viral Vaccines and Rickettsial 
Vaccines Panel. Established April 16. 
1973. 

(iv> Skin Test Antigens Panel. Estab¬ 
lished August 24, 1973. 

<v) Allergenic Extracts Panel. Estab¬ 
lished August 24,1973. 

j(vi) Blood and Blood Derivatives 
Panel . Established August 24, 1973. 

i2> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of biological products. 

<c> Bureau of Drugs —(1) Anesthesi¬ 
ology Advisory Committee, (i) Date es¬ 
tablished: March 23.1966. 

<ii> Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
field of anesthesiology. 

(2) Anti-Infective Agents Advisory 
Committee, (i) Date established: August 
30. 1967. 

(ii) Function: Reviews and evaluates 
available data concerning safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in 
infectious diseases. 

(3) Arthritis Advisory Committee, (i) 
Date established: April 5, 1974. 

(ii> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in 
arthritic conditions. 

<4> Biometric and Epidemiological 
Methodology Advisory Committee. (i> 
Date established: March 7,1968. 

<ii> Function: Reviews and evaluates 
scientific studies and data with respect 
to. and otherwise advises the Commis¬ 
sioner on, epidemiological and biomet¬ 
rical methodology. 

(5> Cardiovascular and Renal Ad¬ 
visory Committee, (i) Date established: 
August 27,1970. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 


tional prescription drugs for use in 
cardiovascular and renal disorders. 

(6) Controlled Substances Advisory 
Committee. (!) Date established: Sep¬ 
tember 27.1973. 

(ii) Function: Advises the Commis¬ 
sioner regarding the scientific and medi¬ 
cal evaluation of all information 
gathered by the Department of Justice 
and the Department of Health. Educa¬ 
tion, and Welfare with regard to safety, 
effectiveness, and abuse potential of 
drugs or other substances classified as 
stimulants, sedatives, hypnotics, or 
analgesics, and recommends actions to 
be taken with regard to control of such 
substances. 

<7> Dental Drug Products Advisory 
Committee. (i> Date established: June 6. 
1972. 

(ii* Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of dentistry. 

<8> Dermatology Advisory Committee. 
(i) Date established: June 20, 1975. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of dermatology. 

<9> FDA/NIDA Drug Abuse Research 
Advisory Committee, (i) Date estab¬ 
lished: March 9.1967. 

(il) Function: Advises the Food and 
Drug Administration on action to be 
taken with respect to investigational use 
of substances with abuse potential. Ad¬ 
vises the National Institute on Drug 
Abuse on supplies of substances for 
clinical studies and on quantities of sub¬ 
stances for animal and in vitro studies. 
Advises FDA and NIDA on development 
of broad outlines for studies of sub¬ 
stances with abuse potential and on new 
methods and tests in animals and man 
by which the dependence liability of 
investigational drugs may be estimated. 

(10) Endocrinology and Metabolism 
Advisory Committee, (i) Date estab¬ 
lished: August 27,1970. 

(11) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in en- 
doctrine and metabolic disorders. 

(11) Gastrointestinal Drugs Advisory 
Committee. (i) Date established: 
January 3. 1974. 

(11) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in gas¬ 
trointestinal diseases. 

(12) Neurologic Drugs Advisory Com¬ 
mittee. (i) Date established: June 4, 
1974. 

(ii) Function: Review's and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in 
neurologic disease. 

(13) Obstetrics and Gynecology Ad¬ 
visory Committee. (i> Date established: 
August 31, 1965. 

<ii) Function: Reviews and evaluates 
fectiveness of marketed and investiga- 
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tional prescription drugs for use in the 
practice of obstetrics and gynecology. 

(14) Oncologic Drugs Advisory Com- 
mittee. (i) Date established: October 24, 
1973. 

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
treatment of cancer. 

(15) Ophthalmic Drugs Advisory Com¬ 
mittee. <i) Date established f* Septem¬ 
ber 20. 1971. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in dis¬ 
eases and disorders of the eye. 

(16) Psychopharmacological Agents 
Advisory Committee, (i) Date estab¬ 
lished: June 4,1974. 

(ii) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of psychiatry and related fields. 

(17) Pulmonary-Allergy and Clinical 
Immunology Advisory Committee, (i) 
Date established: February 17. 1972. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
treatment of pulmonary disease and 
diseases with allergenic and/or immuno¬ 
logic mechanisms. 

(18) Radiopharmaceutical Advisory 
Committee, (i) Date established: Au¬ 
gust 30. 1967. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
practice of nuclear medicine. 

<19) Surgical Drugs Advisory Com¬ 
mittee. (i) Date established: Septem¬ 
ber 14. 1971. 

(ii) Function: Reviews and evaluates 
available data concerning safety and ef¬ 
fectiveness of marketed and investiga¬ 
tional prescription drugs for use in the 
field of surgery. 

(20) Advisory review panels for over- 
the-counter (OTC ) drugs. (1) Dates es¬ 
tablished. 

(a) Antimicrobial Panel. Established 
March 16, 1972. 

(b) Internal Analgesic Panel. Estab¬ 
lished August 31. 1972. 

(c) Cold. Cough t Allergy , Bronchodi - 
lator, and Antiasthmatic Panel. Estab¬ 
lished September 19, 1972. 

<d) Sedative , Tranquilizer , and Sleep 
Aid Panel. Established September 19. 
1972. 

(e> Laxative . Antidiarrheal , Antiemet¬ 
ic , and Emetic Panel. Established De¬ 
cember 27, 1972. 

(/) Topical Analgesic Panel. Estab¬ 
lished December 27. 1972. 

tfir> Dentifrice and Dental Care Panel. 
Established December 27, 1972. 

<h) Hemorrhoidal Panel. Established 
April 16.1973. 

(i> Ophthalmic Panel. Established 
April 16, 1973. 

(j) Contraceptive and Other Vaginal 
Drug Products Panel. Established June 
27,1973. 
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(fc> Oral Cavity Panel. Established 
July 16,1973. 

(V Antiperspirant Panel. Established 
July 16, 1973. 

(to) Miscellaneous Internal Drug 
Products Panel. Established July 16, 
1973. 

(n) Miscellaneous External Drug 
Products Panel. Established July 16,1973. 

(o> Vitamin , Mineral , and HematUiic 
Panel. Established July 16,1973. 

(ii> Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of nonprescription drug 
products. 

<d) Bureau of Medical Devices and 
Diagnostic Products. (1) Advisory review 
panels for medical devices, and dates es¬ 
tablished. 

(1) Anesthesiology Panel. Established 
August 9,1976. 

(ii) Cardiovascular Panel. Established 
August 9,1976. 

<iii) Clinical Chemistry Panel. Estab¬ 
lished August 10.1976. 

(iv) Clinical Toxicology Panel. Estab¬ 
lished August 10,1976. 

(v) Dental Panel. Established August 
9.1976. 

(vi> Ear. Nose , and Throat Panel. 
Established August 9.1976. 

'vii) Gastroenterological and Urologi¬ 
cal Panel. Established August 9. 1976. 

(viii) General and Plastic Surgery 
Panel. Established August 9,1976. 

<ix) General Hospital and Personal 
Use Panel. Established August 9. 1976. 

(x) Hematology Panel. Established 
August 10,1976. 

(xi) Immunology Panel. Established 
August 10,1976. 

(xii) Microbiology Panel. Established 
August 10,1976. 

(xiii) Neurological Panel. Established 
August 9,1976. 

(xiv) Obstetrical and Gynecological 
Panel. Established August 9, 1976.. 

(xv) Ophthalmic Panel. Established 
August 9.1976. 

<xvi) Orthopedic Panel. Established 
August 9.1976. 

(xvii) Pathology Panel. Established 
August 10.1976. 

(xviii) Physical Medicine Panel. Es¬ 
tablished August 9,1976. 

(xix) Radiological Panel. Established 
August 9.1976. 

(xx) Diagnostic Products Advisory 
Committee. Established August 9, 1972. 

(2) Function: Reviews and evaluates 
available data concerning the safety and 
effectiveness of devices currently in use 
and makes recommendations for their 
regulation. 

<3> Device Good Manufacturing Prac¬ 
tice Advisory Committee, (i) Date estab¬ 
lished: August 12, 1976. 

<ii) Function: Reviews proposed regu¬ 
lations regarding good manufacturing 
practices governing the methods used in, 
and the facilities and controls used for, 
the manufacture, packing, storage, and 
installation of devices, and makes recom¬ 
mendations regarding feasibility and 
reasonableness of the proposed regula¬ 
tions. 

<e> Bureau of Radiological Health — 
(1) Medical Radiation Advisory Com¬ 


mittee. (i> Date established: October 31, 
1963. 

(U) Function: Advises on the formu¬ 
lation of policy and development of a 
coordinated program related to the ap¬ 
plication of ionizing radiation in the 
healing arts. 

(2) Technical Electronic Product 
Radiation Safety Standards Committee. 
(i) Date established: October 18. 1968. 

(ii) Function: Advises on technical 
feasibility, reasonableness, and practica¬ 
bility of performance standards for elec¬ 
tronic products to control the emission 
of radiation pursuant to 42 U.S.C. 263f 
(f)(1) (A). 

(f) National Center for Toxicological 
Research , Science Advisory Board. (1) 
Date established: June 2. 1973. 

(2) Function: Advises on establish¬ 
ment and implementation of a research 
program that will assist the Commis¬ 
sioner of Food and Drugs and the Ad¬ 
ministrator, Environmental Protection 
Agency, in fulfilling their regulatory 
responsibilities. 

Technical Electkonic Products Radia¬ 
tion Safety Standards Committee 

§ 2.350 Establishment of the Technical 
Eleetronic* Product Radiation Safely 
Standards Committee (TEPRSSC). 

The Technical Electronic Product 
Radiation Standards Committee (TEP 
RSSC), consisting of 15 members, is 
established pursuant to the Radiation 
Control for Health and Safety Act of 
1968 (42 U.S.C. 263f (f) (1) (A)). The pur¬ 
pose of TEPRSSC is to provide consulta¬ 
tion with the Commissioner before he 
prescribes any performance standard 
for an electronic product, as required by 
law. 

§ 2.35 J Functions of TEPRSSC. 

(a) In performing its f unct ion of 
advising the Commissioner, TEPRSSC: 

(1) May propose electronic product 
radiation safety standards to the Com¬ 
missioner for his consideration. 

(2) Shall provide consultation to the 
Commissioner on all performance stand¬ 
ards proposed for consideration under 
42 U.S.C. 263f. 

(3) May make recommendations to the 
Commissioner on any other matters it 
deems necessary or appropriate in ful¬ 
filling the purposes of the act. 

(b) Responsibility for action with re¬ 
spect to performance standards under 42 
U.S.C. 263f rests with the Commissioner, 
after receiving the advice of TEPRSSC 

§ 2.352 Procedures of TEPRSSC. 

(a) When the Commissioner is con¬ 
sidering promulgation of a performance 
standard for an electronic product, or 
any amendment of an existing standard, 
he shall, prior to issuance of a proposed 
regulation in the Federal Register, sub¬ 
mit to TEPRSSC the proposed standard 
or amendment under consideration, to¬ 
gether with other relevant information 
to aid TEPRSSC in its deliberations. 

(b) The agenda and other material to 
be considered at any meeting shall be 
sent to members whenever possible at 
least 2 weeks prior to the meeting. 
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(c> Ten members shall constitute a 
quorum, provided at least three members 
from each group specified in 42 U.S.C. 
2631(f) (I) (A) and In 5 2.353(a). i.e.. 
government, industry, and the public, 
are present. 

(d) The Chairman of TEPRSSC shall 
ordinarily submit to the Commissioner 
a report of the committee's considera¬ 
tion of any proposed performance stand¬ 
ard for an electronic product within 60 
days after such consideration. If the 
chairman believes that more time is 
needed, he shall so inform the Director 
of the Bureau of Radiological Health in 
writing, in which case an additional 30 
days will be allowed to make the report. 

(e) The provisions of §*§ 2.300 through 

2.319 shall be applicable to TEPRSSC, 
except where other provisions are spe¬ 
cifically included in §§ 2.350 through 
2.354. . 

§ 2.353 Membership of TEPRSSC.. 

(a) The members shall be appointed by 
the Commissioner after consultation with 
public and private associations and or¬ 
ganizations concerned with the technical 
aspect of elec tronic product radiation 
safety. TEPRSSC shall consist of 15 
members, each of whom shall be tech¬ 
nically qualified by training and experi¬ 
enced in one or more fields of science or 
engineering applicable to electronic 
product radiation safety, as follows: 

(1) Five members shall be selected 
from government agencies, including 
State and Federal governments. 

(2) Five members shall be selected 
from the affected industries after con¬ 
sultation with industry representatives. 

(3) Five members shall be selected 
from the general public, of whom at least 
one shall be a representative of organized 
labor. 

(b) The Commissioner shall appoint a . 

committee member as chairman of 
TEPRSSC. V 

(c) Appointments of memlrers shall 
be for a term of 3 years or as specified 
by the Commissioner. 

(1) The chairman shall be appointed 
for a term concu rrent with his term as a 
member of TEPRSSC. If the chairman¬ 
ship becomes vacant without adequate 
notice, the executive secretary may ap¬ 
point a committee member as temporary 
chairman pending appointment of a new 
chairman by the Commissioner. 

(2) Members shall not be reappointed 
for a second consecutive full term. 

<d) A person otherwise qualified for 
membership shall not be eligible for se¬ 
lection as a member of TEPRSSC from 
government agencies or the general pub¬ 
lic if the Commissioner determines that 
he does not meet the requirements of 
the conflict of interest laws and regula¬ 
tions. 

(e) Retention of membership is con¬ 
ditioned upon: 

(1) The member’s continued status ns 
a member of the group from which he 
was selected as specified in paragraph 

( a) of tills section. 

<2) The absence of any conflict of in¬ 
terest during the term of membership as 
specified in paragraph (d) of this 
section. 
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(3) Active participation in TEPRSSC 
activities. 

(f> Appointment as a member of 
TEPRSSC shall be conditioned upon a 
certification from the prospective mem¬ 
ber that he: 

(1) Agrees to the procedures and cri¬ 
teria as specified in this subpart. 

(2> Has no conflict of interest as spec¬ 
ified in paragraph (d) of this section. 

(3) Will notify the executive secretary 
of TEPRSSC prior to any change in his 
representative status on TEPRSSC which 
may be contrary to the conditions of his 
appointment. 

(g) Members of TEPRSSC who are 
not full-time officers or employees of the 
United States shall, in accordance with 
42 U.S.C. 210(c), receive compensation 
pursuant to the provisions of § 2.335. 

§ 2.35 I Conduct of T EPRSSC meetings; 
nvnihihilitv of TEPRSSC records. 

(a) In accordance with 42 U.S.C. 263f 
<f) (1MB), all proceedings of TEPRSSC 
shall be open, except as provided in par¬ 
agraph (b) of this section, and shall be 
recorded, and the record of each such 
proceeding shall be available for public 
inspection. 

(b) The provisions of paragraph (a) 
of this section with respect to open 
meetings shall not apply where 
TEPRSSC: 

(1) Considers any information which 
contains or relates to a trade secret or 
other matter referred to in 18 U.S.C. 
1905 and thus in accordance with 42 
U.S.C. 2631(e) may not be publicly 
disclosed. 

(2) Meets in executive session to for¬ 
mulate and vote on Its recommendations 
or to consider administrative matters. 

Color Additive Advisory Committees 

§ 2.360 Establishment of a color addi¬ 
tive advisory committee. 

The Commissioner shall establish a 
color additive advisory committee when¬ 
ever: 

(a) The Commissioner concludes, in 
his discretion, that it would be in the pub¬ 
lic interest for a color additiv> advisory 
committee to review and make recom¬ 
mendations with respect to the safety of 
any color additive on which important 
issues are pending before the Food and 
Drug Administration, and for interested 
persons to present data, information, and 
views at an oral public hearing before 
a color additive advisory committee. 

(b) Any person who would be adversely 
affected by the issuance, amendment, or 
repeal of a regulation listing a color ad¬ 
ditive requests that any issue relating 
to the safety of the color additive arising 
under section 706(b)(5)(B) of the act 
because of the color additive’s potential 
or actual carcinogenicity and requiring 
the exercise of scientific judgment be re¬ 
ferred to a color additive advisory com¬ 
mittee. 

(1) The provisions of paragraph (b) 
of this section are inapplicable to any 
issue arising under the transitional pro¬ 
visions in section 203 of the Color Addi¬ 
tive Amendments of 1960 relating to pro¬ 
visional listing of Commercially estab¬ 
lished colors. Any color additive advisory 
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committee to consider any such matter 
shall be established pursuant to the pro¬ 
visions of paragraph (a) of this section. 

(2) A request for establishment of a 
color additive advisory committee shall 
be pursuant to 5 2.7. The Commissioner 
may deny any such petition if inadequate 
grounds are stated for establishment of a 
color additive advisory committee. A re¬ 
quest for establishment of a color addi¬ 
tive advisory committee may not rest on 
mere allegations or denials, but must set 
forth specific facts showing there is a 
genuine and substantial issue of fact f that 
requires scientific judgment and justifies 
a hearing before a color additive advisory 
committee. When it conclusively appears 
from the request for a color additive ad¬ 
visory committee that the matter is pre¬ 
mature or that it does not involve an 
issue arising under section 706(b) (5) (B) 
of the act or there is no genuine and 
substantial issue of fact requiring scien¬ 
tific judgment or for any other reason a 
color additive advisory committee is not 
justified, the Commssioner may deny the 
establishment of a color additive ad¬ 
visory committee. 

(3) Establishment of a color additive 
advisory committee on the request of an 
interested person shall be conditioned 
upon receipt of the applicable fee spec¬ 
ified in $ 2,364. 

(4) Any person so adversely affected 
may request referral of such a matter to 
a color additive advisory committee at 
any time before, or within 30 days after, 
publication of an order of the Commis¬ 
sioner acting upon a color additive peti¬ 
tion or proposal. 

§ 2.361 Function* of a color additive ad¬ 
visory committee. 

(a) A color additive advisory commit¬ 
tee shall review all available information • 
relating to the matter referred to it, in¬ 
cluding all data and information con¬ 
tained in any pertinent color additive 
petition and in Food and Drug Adminis¬ 
tration files. All such data and informa¬ 
tion so reviewed shall be placed on pub¬ 
lic display and available for review at the 
office of the Hearing Clerk. 

(b) The Commissioner shall specify to 
the color additive advisory committee. In 
writing, the issues on which review and 
recommendations are requested. 

(c) The date of the first meeting of a 
color additive advisory committee, fol¬ 
lowing receipt of the administrative rec¬ 
ord by each of the committee members, 
shall be designated as the beginning of 
the period allowed for consideration of 
the matter by the color additive advisory 
committee. Within 60 days after that 
first meeting, unless the time is extended 
as provided in paragraph (d) of this 
section, the chairman of the color addi¬ 
tive advisory committee shall certify to 
the Commissioner the report containing 
the recommendations of the color addi¬ 
tive advisory committee, including any 
minority report. The report shall state 
the recommendations of the color addi¬ 
tive advisory committee and the reasons 
or basis for such recommendations. The 
report shall include copies of all material 
considered by the color additive advisory 
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committee in addition to the adminis¬ 
trative record furnished to it. 

<d) If the chairman concludes that the 
color additive advisory committee needs 
additional time, he shall so inform the 
Commissioner in writing and may certify 
the report of the color additive advisory 
committee to the Commissioner within 
90 days instead of 60 days. 

(e) More than one matter may be han¬ 
dled by a color additive advisory commit¬ 
tee concurrently. 

5 2.362 Procedures of a color additive 
advisory com mil tec¬ 
ta) A color additive advisory commit¬ 
tee shall be subject to all the require¬ 
ments of the Federal Advisory Commit¬ 
tee Act and this subpart. 

(b) All interested persons shall have 
a right to consult with the color additive 
advisory committee reviewing a matter, 
and to submit data, information, and 
views to a color additive advisory com¬ 
mittee, in accordance with the proce¬ 
dures established in tills subpart. 

§ 2.363 Mcml>crh!ii|> of a color additive 
advisory committee* 

(a) Hie members of a color additive 
advisory committee shall be selected in 
the following manner: 

(1) If a color additive advisory com¬ 
mittee is established for purposes that do 
not include review of an issue arising 
under section 706(b) (5) (B) of the act, or 
is established on the initiative of the 
Commissioner, the Commissioner may 
utilize the procedure established in par¬ 
agraph (a) (2) of this section to select 
the members, or may utilize an existing 
standing advisory committee listed in 
§ 2.340, or may establish a new advisory 
committee pursuant to the provisions of 
this subpart. Once the Commissioner has 
established a color additive advisory 
committee pursuant to this paragraph 
and has referred to it a matter relating 
to a color additive, no interested person 
may subsequenly request that an addi¬ 
tional or different color additive advisory 
committee be established to review and 
make recommendations with respect to 
that color additive. 

(2) If tiie Commissioner establishes a 
color additive advisory committee to re¬ 
view an issue arising under section 706 
<b) (6) <B) of the act on the request of 
an interested person, it shall be estab¬ 
lished pursuant to the following require¬ 
ments. 

<i) Except as provided in paragraph 
(a) (2) <ii) and <iii) of this section, the 
Commissioner shall request the National 
Academy of Sciences to select the mem¬ 
bers of a color additive advisory com¬ 
mittee from among experts qualified in 
the subject matter to be reviewed by the 
committee, and of adequately diversified 
professional backgrounds. The Com¬ 
missioner shall appoint one of the mem¬ 
bers so selected as the chairman. 

<ii) If the National Academy of Sci¬ 
ences is unable or refuses to select the 
members of a color additive advisory 
committee, the Commissioner shall se¬ 
lect such members, who shall ordinarily 
be the Toxicology Advisory Committee in 
accordance with § 2.322. 


(ill) If the Commissioner and the re¬ 
questing party agree, the provisions of 
section 706(b) (6) (D) of the act may be 
waived and the matter may be referred 
to any standing advisory committee 
listed under §2.340 or to any advisory 
committee established pursuant to any 
other procedure that is mutually agree¬ 
able, which shall ordinarily be the Toxi¬ 
cology Advisory Committee in accord¬ 
ance with § 2.322. Once the Commis¬ 
sioner has so established a color additive 
advisory committee and has referred to 
it a matter relating to a color additive, 
no interested person may subsequently 
request that an additional or different 
color additive advisory committee be es¬ 
tablished to review and make recom¬ 
mendations with respect to that color 
additive. 

(b) Members of a color additive ad¬ 
visory committee shall be subject to the 
requirements of the Federal Advisory 
Committee Act and this subpart, except 
that no member of a color additive ad¬ 
visory committee shall by reason of such 
membership alone be a special govern¬ 
ment employee or be subject to the con¬ 
flict of interest laws and regulations. 

§ 2.364 Fee* and compcnnalion pertain¬ 
ing to a color additive advisory com¬ 
mittee* 

(a) In the event of a referral of any 
matter to a color additive advisory com¬ 
mittee, all costs related thereto, includ¬ 
ing personal compensation of committee 
members, travel, materials, and other 
costs shall be borne by the person re¬ 
questing the referral, such costs to be 
assessed on the basis of actual cost to 
the government. The compensation of 
such costs shall include personal com¬ 
pensation of color additive advisory com¬ 
mittee members at a rate not to exceed 
$128.80 per member per day. 

(b) In the case of a request for refer¬ 
ral to a color additive advisory commit¬ 
tee a special advance deposit shall be 
made in the amount of $2,500.00. Where 
required, further advances in increments 
of $2,500.00 each shall be made upon 
request of the Commissioner. All deposits 
for referrals to a color additive advisory 
committee in excess of actual expenses 
shall be refunded to the depositor. 

(c) All deposits and fees required by 
the regulations in this section shall be 
paid by money order, bank draft or cer¬ 
tified check drawn to the order of the 
Food and Drug Administration, collect¬ 
able at par in Washington, DC. All de¬ 
posits and fees shall be forwarded to the 
Associate Commissioner for Administra¬ 
tion, Food and Drug Administration, 
5600 Fishers Lane, Rockville, MD 20857, 
whereupon after making appropriate 
record thereof they will be transmitted 
to the Treasurer of the United States for 
deposit in the special account “Salaries 
and Expenses, Certification, Inspection, 
and Other Services, Food and Drug Ad¬ 
ministration." 

(d) The Commissioner may waive or 
refund such fees in whole or in part 
when, in his judgment, such action will 
promote the public interest. Any person 
who believes that payment of these 
fees will work a hardship on him may 


petition the Commissioner pursuant to 
§ 2.7 to waive or refund the fees. 

Public Advisory Committees tor 
Human Prescription Drugs 

§ 2.370 Establishment of Htamling tech¬ 
nical public advisory committee* for 
human prescription drugs. 

The standing technical advisory com¬ 
mittees for human prescription drugs are 
established to advise the Commissioner: 

(a) Generally on the safety and effec¬ 
tiveness. including the labeling and ad¬ 
vertising, and regulatory control of any 
of the human prescription drugs falling 
within the pharmacologic class covered 
by the advisory committee and on the 
scientific standards appropriate for a 
determination of safety and effectiveness 
in that class oT drugs. 

(b) Specifically on any particular mat¬ 
ter involving a human prescription drug 
pending before the Food and Drug Ad¬ 
ministration, including whether the 
available data and information are ade¬ 
quate to support a determination that: 

(1) A particular IND study may prop¬ 
erly be conducted. 

<2) A particular drug meets the statu¬ 
tory standard for proof of safety and 
effectiveness necessary for approval or 
continued approval for marketing. 

(3) A particular drug is properly clas¬ 
sified as a new drug, an old drug, or a 
banned drug. 

§ 2.371 Utilization of a public advisor' 
committee on the initiative of the 
Food and Drug Administration. 

(a) Any matter involving a human pre¬ 
scription drug under review within the 
agency may, in the discretion of the 
Commissioner, be the subject of a public 
hearing and continuing or periodic re¬ 
view by the appropriate standing tech¬ 
nical advisory committee for human pre¬ 
scription drugs. The Commissioner’s de¬ 
terminations with respect to the agenda 
of such an advisory committee shall be 
based upon the priorities of the varioi^ 
matters pending before the agency which 
fall within the pharmacologic class cov¬ 
ered by that advisory committee. 

(b) High priority for such hearing and 
review by the appropriate standing tech¬ 
nical advisory committee for human pre¬ 
scription drugs shall be given to the fol¬ 
lowing types of human prescription 
drugs: 

(1) Investigational drugs which are 
potential therapeutic advances over cur¬ 
rently marketed products from the 
standpoint of safety or effectiveness, or 
which pose significant safety hazards, or 
which present narrow benefit-risk con¬ 
siderations requiring a close judgmental 
decision In regard to approval for mar¬ 
keting, or which have a novel delivery 
system or formulation, or which are the 
subject of major scientific or public con¬ 
troversy, or which may be subject to spe¬ 
cial regulatory requirements such as a 
limitation on clinical trials, a patient 
followup requirement, post-marketing 
Phase IV studies, distributional controls, 
or boxed warnings. 

(2) Marketed drugs for which an im¬ 
portant new use has been discovered, or 
which pose newly discovered safety ha?- 
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ards. or which are the subject of major 
scientific or public controversy, or which 
may be subject to important regulatory 
actions such as withdrawal of approval 
for marketing, boxed warnings, distribu¬ 
tional controls, or newly required scien¬ 
tific studies. 

(c> The advisory committee may re¬ 
quest the Commissioner for an oppor¬ 
tunity to hold a public hearing and to 
review any matter involving a human 
prescription drug which falls within the 
pharmacologic class covered by the ad¬ 
visory committee. The Commissioner 
shall, after consulting with the advisory 
committee on such request, grant or deny 
the request in light of the priorities of 
the other matters pending before the 
advisory committee. Whenever feasible, 
consistent with the other work of the 
advisory committee, such a request shall 
be granted. 

(d) For any drug which meets any of 
the criteria established in paragraph (b> 
of this section, one or more members of 
or consultants to the appropriate ad¬ 
visory committee may be selected for 
more detailed monitoring of the matter 
and consultation with the Food and Drug 
Administration on behalf of the com¬ 
mittee. Such member or consultant may 
be invited by the agency to attend ap¬ 
propriate meetings and shall assist the 
bureau in any briefing of the committee 
w ith respect to that matter. 


RULES AND REGULATIONS 

(e> An Advisory committee may obtain 
advice and recommendations from the 
Toxicology Advisory Committee, the Bio¬ 
metric and Epidemiological Methodology 
Advisory Committee, and from such 
other agency advisory committees, con¬ 
sultants and experts as the advisory com¬ 
mittee and the bureau conclude would 
facilitate the work of the advisory com¬ 
mittee. 

(f> Presentation of all relevant data 
and information relating to any such 
matter shall be made in open session 
unless it relates to an IND the existence 
of which has not previously been dis¬ 
closed to the public as defined in § 4.81 
of this chapter or is otherwise prohibited 
from public disclosure pursuant to the 
provisions of Part 4 of this Chapter and 
the regulations referenced therein. The 
provisions of Part 4 of this chapter and 
of this chapter shall determine whether, 
and the extent to which, relevant data 
and information shall be made available 
for public disclosure, summarized and 
discussed in open session but not other¬ 
wise made available for public disclosure, 
or not in any way discussed or disclosed 
in open session or otherwise disclosed to 
the public. 

§ 2.372 Advice and recommendation* in 
writing. 

Advice and recommendations given by 
an advisory committee with respect to a 
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specific drug or a class of drugs shall 
ordinarily be in the form of a written 
report. Such written report may consist 
of the approved minutes of the meeting 
or a separate written report. Such writ¬ 
ten report shall respond to the specific 
issues or questions which the Commis¬ 
sioner has addressed to the advisory 
committee, and shall state the basis of 
the advice and recommendations of the 
advisory committee. 

§ 2.373 Utilization of a public advisory 
committee at the request of an inter¬ 
ested person. 

Any interested person may request, 
pursuant to § 2.7 of this part, that a spe¬ 
cific matter relating to a particular hu¬ 
man prescription drug be submitted to 
an appropriate advisory committee for 
a hearing and review and recommenda¬ 
tions. Any such request shall demon¬ 
strate the importance of the matter and 
the reasons why it should be submitted 
for a hearing and at that time. The Com¬ 
missioner may, in his discretion, grant 
or deny any such request. 

Effective date. These regulations shall 
be effective on December 27, 1976, 

Dated: November 16. 1976. 

A. M. Schmidt, 

Commissioner of Food and Drugs. 

|FR Doc.76-34666 Filed ll-24-7G;8:46 ami 
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NOTICES 


DEPARTMENT OF LABOR 

Employment Standards Administration 

MINIMUM WAGES FOR FEDERAL AND 

FEDERALLY ASSISTED CONSTRUCTION 

General Wage Determination Decisions 

General Wage Determination Deci¬ 
sions of the Secretary of Labor specify, in 
accordance with applicable law and on 
the basis of information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly wage rates and 
fringe benefit payments which are de¬ 
termined to be prevailing for the de¬ 
scribed classes of laborers and mechanics 
employed in construction activity of the 
character and in the localities specified 
therein. 

The determinations in these decisions 
of such prevailing rates and fringe bene¬ 
fits have been made by authority of the 
Secertary of Labor pursuant to the provi¬ 
sions of the Davis-Bacon Act of March 
3, 1931. as amended (46 Stat. 1494, as 
amended, 40 U.S.C. 276a) and of ot her 
Federal statutes referred to in 29 CFR 1.1 
(including the statutes listed at 36 FR 
306 following Secretary of Labor’s Order 
No. 24-70) containing provisions for the 
payment of wages which are dependent 
upon determination by the Secretary 
of Labor under the Davis-Bacon Act; and 
pursuant to the provisions of Part 1 of 
Subtitle A-of Title 29 of Code of Fed¬ 
eral Regulations. Procedure for Prede¬ 
termination of Wage Rates, (37 FR 
21138) and of Secretary of Labor’s Or¬ 
ders. 12-71 and 15-71 (36 FR 8755, 8756). 
The prevailing rates and fringe benefits 
determined in these decisions shall, in ac¬ 
cordance with the provisions of the fore¬ 
going statutes, constitute the minimum 
wages payable on Federal and federally 
assisted construction projects to laborers 
and mechanics of the specified classes en¬ 
gaged on contract work of the character 
and in the localities described therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these de¬ 
terminations as prescribed in 5 U.S.C. 
553 and not providing for delay in effec¬ 
tive date as prescribed in that section, 
because the necessity to issue construc¬ 
tion industry wage determination fre¬ 
quently and in large volume causes pro¬ 
cedures to be impractical and contrary 
to the public interest. 

General Wage Determination Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. Accordingly, the ap¬ 
plicable decision together with any modi¬ 
fications issued subsequent to its publica¬ 
tion date shall be made a part of every 
contract for performance of the de¬ 
scribed work within the geographic area 
indicated as required by an applicable 
Federal prevailing wage law and 29 CFR, 
Part 5. The wage rates contained therein 
shall be the minimum paid under such 
contract by contractors and subcontrac¬ 
tors on the w ork. 


Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 

Decisions 

Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 
Decisions are based upon information ob¬ 
tained concerning changes in prevailing 
hourly w r age rates and fringe benefit pay¬ 
ments since the decisions were issued. 

The determinations of prevailing rates 
and fringe benefits made in the Modifica¬ 
tions and Supersedeas Decisions have 
been made by authority of the Secretary 
of Labor pursuant to the provisions of the 
Da vis-Bacon Act of March 3, 1931. as 
amended (46 Stat. 1494. as amended, 40 
U.S.C. 276a) and of other Federal stat¬ 
utes referred to In 29 CFR 1.1 (including 
the statutes listed at 36 FR 306 follow - 
ing Secretary of Labor’s Order No. 24- 
70) containing provisions for the pay¬ 
ment of wages wiiich are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and pur¬ 
suant to the provisions of Part 1 of Sub¬ 
title A of Title 29 of Code of Federal 
Regulations, Procedure for Predetermi¬ 
nation of Wage Rates, (37 FR 21138) and 
of Secretary of Labor’s Orders 13-71 and 
15-71 (36 FR 8755, 8756). The prevailing 
rates and fringe benefits determined in 
foregoing General Wage Determination 
Decisions, as hereby modified, and/or 
superseded shall, in accordance with the 
provisions of the foregoing statutes, con¬ 
stitute the minimum w r ages payable on 
Federal and federally assisted construc¬ 
tion projects to laborers and mechanics 
of the specified classes engaged in con¬ 
tract work of the character and in the 
localities described therein. 

Modifications and Supersedeas Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. 

Any person, organization, or govern¬ 
mental agency having an interest in the 
wages determined as prevailing is en¬ 
couraged to submit wage rate informa¬ 
tion for consideration by the Depart¬ 
ment. Further information and self-ex¬ 
planatory forms for the purpose of sub¬ 
mitting this data may be obtained by 
w r riting to the U.S. Department of Labor, 
Employment Standards Administration, 
Office of Special Wage Standards, Divi¬ 
sion of Wage Determinations, Washing¬ 
ton, D.C. 20210. The cause for not utiliz¬ 
ing the rule-making procedures pre¬ 
scribed in 5 U.S.C. 553 has been set forth 
in the original General Wage Determi¬ 
nation Decision. 

New General Wage Determination 
Decisions 

Maine: 

ME76-2156, ME76-2159 

Modifications to General Wage 
Determination Decisions 

The numbers of the decisions being 
modified and their dates of publication 
in the Federal Register are listed with 
each State. 

Alabama: 

AL76-1047 . Apr. 18. 1976. 

AL76-1117_ Oct. 8. 1976. 


Arkansas: 

AR76-4129; AR76--4130; AR July 23 1970, 
76-4132; AR76-4133. 

Colorado: 

0076-5067 - July 30. 1976. 

Connecticut: 

CT76-2111: CT76-2112_ Sept, 17, 1976. 

Georgia: 

GA76-1120 ... Oct. 29. 1976 

Illinois: 

IL76-2127 .__. Oct. 8. 1976. 

Indiana: 

IN76-2146 - Oct. 29. 1976. 

Minnesota: 

MN76-2001 - Jan. 16, 1976. 

MN76-2002; MN76-2003.__ Jan. 23. 1976 

MN76-2064 - May 21. 1976 . 

Nevada: 

NV76-5080 - Aug. 20. 1976. 

NV76-6091 - Sept. 24. 1976 . 

NV76-5098 _ Oct. 29. 1976. 

New Jersey: 

NJ76-3248: NJ76-3249.... Oct, 1, 1976 

NJ76-3252 _ Oct. 29. 1976. 

Ohio: 

OH76-2041 _ Apr. 9. 1970. 

OH76-2087 .. July 23. 1976. 

Pennsylvania: 

PA76-3178 . June 11. 1976. 

PA76-3183; PA76-3187_ June 18. 197G. 

PA76-3206 _ June 25, 1976. 

PA76-3211 .-_ July 30. 1976. 

PA76-3246 . Sept, 17. 1976. 

PA76-3250; PA76-3251_ Sept, 24. 1976 

South Dakota: 

SD76-5093: SD76-5094_ Do. 

Utah: 

UT78-5097 __ Nov. 5. 1976. 

Wisconsin: 

WI76-2045 _ Apr. 16, 1976 


Supersedeas Decisions to General 
Wage Determination Decisions 

The numbers of the decisions being 
superseded and their dates of publica¬ 
tion in the Federal Register are listed 
with each State. 

Supersedeas Decision numbers are in 
parentheses following the numbers of 
the decision being superseded. 


Arizona: 

AZ76-5075(AZ76-5109); AZ Aug. 20, 1976 
76-5076 (AZ76-5110); AZ 
76-5077 (AZ76-5111). 


Colorado: 

C076-5084(C076-5104) ;CO 
76-5085 (C076-5105); CO 
76-6086 (CO76-5106). 
Florida: 

FL75-1036 (FL76-1135)- 

FL76-1041 (FL76-1133)- 

Idaho: 

ID76-5088 (ID76-5112)- 

Illinois: 

IL76-2023 (0,76-2144); IL 
76-2026 (IL76-2153). 


Sept. 24, 1976. 

Mar. 28. 1075. 
Mar. 9. 1976. 

Sept. 24. 1976. 

Mar. 5. 1976. 


entucky: 

KY76--1038 (KY76-1129) -- Mar. 12. 1976. 
KY76-1028 (KY7G-1132) — Feb. 20. 1976. 


Oklahoma: 

OK76-4016 (OK76-4189) -- 
Nevada: 

NV76-5089 (NV76-5113)... 
New York: 

NY76-3264 (NY76-3279) -- 


Feb. 6. 1976. 
Sept. 24. 1076. 
Oct. 29. 1976. 


Wisconsin: 

AR-3160 (WI76-2155). Oct. 11, 1974 

Signed at Washington, D.C., this 19th 
day of November 1976. 

Ray J. Dolan, 
Assistant Administrator , 
Wage and Hour Division. 
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STATE: Maine COUNTIES: Androscoggin, Franklin, Kenne- 

|DECISION NO.: ME76-2159 bee, Oxford, Piscataquis, and 

DESCRIPTION OF WORK: Highway construction Somerset. 

DATE: Date of Publication 
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1. Employer contribution 
of $104.00 per month 
per employee to Health 
& Welfare Funds. 
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LABORERS (Cont'd) 

(Shafts, Raises, Missile Silos and all Underground Work other than Tunnels) 
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STATE? Illinois COUNTIES *See Below 

DECISION NO: IL76-2153 DATE: Date of Publication 

Supersedes Decision No.: 11.76-2026, dated March 5, 1976 in 41 FR 9778 

DESCRIPTION OF WORK: Heavy and Highway Construction DECISION NO. IL76-21S3 
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Group l: All cleanup work of debris, grounds, and buildings including 
windows and tile; Dutsptnan or Spotter (other than asphalt); Genaral 
Laborer; Gardeners and Landscape Laborers) Limber, Srushloader and 
Filer 
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NATIONAL CENTER FOR PRODUCTIVITY AND QUALITY OF WORKING UFEE 


NATIONAL CENTER FOR 
PRODUCTIVITY AND QUALITY OF 
WORKING LIFE 
PRIVACY ACT OF 1974 
Systems of Records 

Pursuant to the provisions of the Privacy Act of 1974, Public 
Law 93-579, 5 U.S.C. 552a, the National Center for Productivity 
and Quality of Working Life (hereinafter known as the Center) 
hereby publishes for comment those systems of records subject to 
the Privacy Act of 1974 which are maintained by the Center. Any 
person interested in commenting on the routine use portions of the 
system notices may do so by submitting comments in writing to the 
Executive Director, National Center for Productivity and Quality of 
Working Life, Room 3002, 2000 M Street, NW., Washington. D.C. 
20036. Comments should be submitted on or before December 27, 
1976. These systems of records will become effective December 27, 
1976, unless the Center publishes notices to the contrary. The 
Center's procedures for access to records in the systems are 
proposed in Title I, Chapter IV, Part 438, CFR. The proposal ap¬ 
peared in the issue for Tuesday, November 23, 1976 (41 FR 51613). 

Dated at Washington, D.C. on November 15, 1976. 

George H. Kuper, 
Executive Director. 

GSA—3/1 

System name: Payroll Records—National Center for Productivity 
and Quality of Working Life 

System location: General Services Administration, Region 3 Of¬ 
fice; copies held by the Center. (GSA holds records for the Center 
under contract.) 

Categories of records in the system: Varied payroll records, in¬ 
cluding, among other documents, time and attendance cards; pay¬ 
ment vouchers, comprehensive listing of employees; health benefits 
records, requests for deductions, tax forms, W-2 forms, overtime 
requests; leave data; retirement records. Records are used by the 
Center and GSA employees to maintain adequate payroll informa¬ 
tion for Center employees, and otherwise by Center and GSA em¬ 
ployees who have a need for the record in the performance of their 
duties. 

Authority for maintenance of the system: 31 U.S.C., generally. 
Also, P.L. 94-136. 

Routine uses of records maintained in the system, including catego¬ 
ries of users and the purposes of such uses: See Appendix. Records 
also are disclosed to GAO for audits; to the Internal Revenue Ser¬ 
vice for investigation; and to private attorneys, pursuant to a power 
of attorney. 

A copy of an employee's Department of the Treasury Form W-2, 
Wage and Tax Statement, also is disclosed to the State, city, or 
other local jurisdiction which is authorized to tax the employee’s 
compensation. The record will be provided in accordance with a 
withholding agreement between the State, city, or other local ju¬ 
risdiction and the Department of the Treasury pursuant to 5 U.S.C. 
5516, 5517, or 5520, or, in the absence thereof, in response to a 
written request from an appropriate official of the taxing jurisdic¬ 
tion to the Executive Director of the Center at 2000 M Street, 
NW., Washington, D.C. The request must include a copy of the ap¬ 
plicable statute or ordinance authorizing the taxation of compensa¬ 
tion and should indicate whether the authority of the jurisdiction to 
tax the employee is based on place of residence, place of employ¬ 
ment, or both. 

Pursuant to a withholding agreement between a city and the De¬ 
partment of the Treasury (5 U.S.C. 5520), copies of executed city 
tax withholding certificates shall be furnished the city in response 
to written request from an appropriate city official to the Executive 
Director of the Center. 

In the absence of a withholding agreement, the Social Security 
Number will be furnished only to a taxing jurisdiction which has 
furnished this agency with evidence of its independent authority to 
compel disclosure of the Social Security Number, in accordance 
with Section 7 of the Privacy Act, Public Law 93-579. 

Policies and practices for storing, retrieving, accessing, retaining, 
and disposing of records in the system: 

Storage: Paper and microfilm. 


Retrievability: Social Security Number. 

Safeguards: Stored in guarded building; released only to 
authorized personnel. 

Retention and disposal: Disposition of records shall be in ac¬ 
cordance with the HB GSA Records Maintenance and Disposition 
System (OAD P 1820.2). 

System manager(s) and address: Administrative Officer, National 
Center for Productivity and Quality of Working Life, Room 3002, 
2000 M Street, NW., Washington, D.C. 20036. 

Notification procedure: Refer to the Center’s access regulations 
contained in Title I, Chapter IV, Part 438, CFR. 

Record access procedures: Refer to the Center’s access regula 
tions contained in CFR. Title I. Chapter IV, Part 438. 

Contesting record procedures: Refer to the Center’s access regula 
tions contained in CFR, Title I, Chapter IV, Part 438. 

Record source categories: The subject individual; the Center. 

GSA—3/2 

System name: General Financial Records—National Center for 
Productivity and Quality of Working Life 

System location: General Services Administration, Central Office, 
copies held by the Center. (GSA holds records for the Center under 
contract.) 

Categories of individuals covered by the system: Employees of the 
Center and members of its Board. 

Categories of records In the system: SF-1038, Application and ac 
count for advance of funds; Vendor register and vendor payment 
tape. Information is used by accounting technicians to maintain 
adequate financial information and by other officers and employees 
of GSA and the Center who have a need for the record in the per¬ 
formance of their duties. 

Authority for maintenance of the system: 31 U.S.C., generally; 
also P.L 94-136. 

Routine uses of records maintained in the system, including catego¬ 
ries of users and the purposes of such uses: See appendix. Records 
also are released to GAO for audits; to the IRS for investigation, 
and to private attorneys, pursuant to power of attorney. 

Policies and practices for storing, retrieving, accessing, retaining, 
and disposing of records in the system: 

Storage: Paper and tape. 

Retrievability: Manual and automated by name. 

Safeguards: Stored in guarded building; released only to 
authorized personnel. 

Retention and disposal: Disposition of records shall be in ac¬ 
cordance with the HB GSA Records Maintenance and Disposition. 

System managers) and address: Administrative Officer, National 
Center for Productivity and Quality of Working Life, 2000 M 
Street, NW., Washington, D.C. 20036 

Notification procedure: Refer to the Center’s access regulations 
contained in Title I, Chapter IV, Part 438, CFR. 

Record access procedures: Refer to the Center's access regula¬ 
tions contained in Title I, Chapter IV, Part 438, CFR. 

Contesting record procedures: Refer to the Center’s access regula¬ 
tions contained in Title I, Chapter IV, Part 438, CFR. 

GSA—3/3 

System name: General Informal Personnel Files—National Center 
for Productivity and Quality of Working Life 

System location: National Center for Productivity. 

Categories of individuals covered by the system: Copies of: Per¬ 
sonnel qualifications statements, personnel action requests and 
notifications, oaths of office, consultant and/or expert certifica¬ 
tions, delegations of authority, background information for security 
clearances (non-sensitive and critical-sensitive), statements of em¬ 
ployment and financial interests, training materials and correspon¬ 
dence with the Board members of the Center. 

Authority for maintenance of the system: Title 5, U.S.C., 
generally. Also P.L. 94-136. 

Routine uses of records maintained in the system, including catego¬ 
ries of users and the purposes of such uses: See Appendix. 

Policies and practices for storing, retrieving, accessing, retaining, 
and disposing of records In the system: 

Storage: Paper. 

Retrievability: Manual. 
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Safeguards: Stored in lockable file cabinets, released only to 
authorized personnel. 

Retention and disposal: Disposition of records shall be in ac¬ 
cordance with the GSA records maintenance and disposition 
system. 

System managers) and address: Administrative Officer, National 
Center for Productivity and Quality of Working Life, 2000 M 
Street, NW., Washington, D.C. 20036. 

Notification procedure: Refer to the Center’s access regulations 
contained in Title I, ChapterIV, Part 438, CFR. 

Record access procedures: Refer to the Center’s access regula¬ 
tions contained in Title I, Chapter IV, Part 438, CFR. 

Contesting record procedures: Refer to the Center’s access regula¬ 
tions contained in Title I, Chapter IV, Part 438, CFR. 

Record source categories: The subject individual; the Center. 

APPENDIX—National Center for Productivity and Quality of 
Working Life 

In the event that a system of records maintained by this agency 
to carry out its functions indicates a violation or potential violation 
of law, whether civil, criminal or regulatory in nature, and whether 
arising by general statute or particular program statute, or by regu¬ 
lation, rule or order issued pursuant thereto, the relevant records in 
the system of records may be referred, as a routine use, to the ap¬ 
propriate agency, whether Federal, State, local or foreign, charged 
with the responsibility of investigating or prosecuting such violation 
or charged with enforcing or implementing the statute, or rule, 
regulation or order issued pursuant thereto. 

A record from this system of records may be disclosed as a 
“routine use” to a Federal, State or local agency maintaining civil, 
criminal or other relevant enforcement information or other per¬ 
tinent information, such as current licenses, if necessary to obtain 
information relevant to an ..agency decision concerning the hiring or 
retention of an employee, the issuance of a security clearance, the 


letting of a contract or the issuance of a license, grant or other 
benefit. 

A record from this system of records may be disclosed to a 
Federal agency, in response to its request, in connection with the 
hiring or retention of an employee, the issuance of a security 
clearance, the reporting of an investigation of an employee, the 
letting of a contract, or the issuance of a license, grant or other 
benefit by the requesting agency, to the extent that the information 
is relevant and necessary to the requesting agency’s decision in the 
matter. 

A record from this system of records may be disclosed to an 
authorized appeal grievance examiner, formal complaints examiner, 
equal employment opportunity investigator, arbitrator or other duly 
authorized official engaged in investigation or settlement or a 
grievance, complaint, or appeal filed by an employee. A record 
from this system of records may be disclosed to the United States 
Civil Service Commission in accordance with the agency’s respon¬ 
sibility for evaluation and oversight of Federal personnel manage¬ 
ment. 

A record from this system of records may be disclosed to of¬ 
ficers and employees of a Federal agency for purposes of audit. 

The information contained in this system of records will be dis¬ 
closed to the Office of Management and Budget in connection with 
the review of private relief legislation as set forth in OMB Circular 
No. A-19 at any stage of the legislative coordination and clearance 
process as set forth in that Circular. 

A record from this system of records may be disclosed as a rou¬ 
tine use to a Member of Congress or to a Congressional staff 
member in response to an inquiry of the Congressional office made 
at the request of the individual about whom the record is main¬ 
tained. 

A record from this system of records may be disclosed to of¬ 
ficers and employees of the General Services Administration in 
connection with administrative services provided to this agency 
under agreement with GSA. 


[FR Doc.76-34510 Filed U-18-70;12:13 pml 
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7 ust Released 


CODE OF FEDERAL REGULATIONS 

(Revised as of October 1, 1976) 


Quantity Volume Price Amount 

- Title 45—Public Welfare (Parts 1-99) $3.45 $-- 

- Title 46—Shipping (Parts 1-29) 2.15 - 

- Title 46—Shipping (Parts 70-89) 2.10 - 

- Title 46—Shipping (Parts 90-109) 1.95 - 

- Title 49—Transportation (Parts 1-99) 2.05 - 


Total Order $ 


[A Cumulative checklist of CFR issuances for 1976 appears in the first issue 
of the Federal Register each month under Title 11 


PLEASE DO NOT DETACH 


MAIL ORDER FORM To: 

Superintendent of Documents, Government Printing Office, Washington, D.C. 20402 

Enclosed find $ __„_ (check, money order, or Supt. of Documents coupons) or charge to my 

Deposit Account No .... Please send me - copies of: 


PLEASE FILL IN MAILING LABEL 

BELOW Street address-—------— 

City and State- ZIP Code- 


FOR USE OF SUPT. DOCS. 

-Enclosed- 

To be mailed 

-later..—. 

-Subscription- 

Refund_ 

Coupon refund- 

Postage...— 

Foreign Handling- 


FOR PROMPT SHIPMENT, PLEASE PRINT OR TYPE ADDRESS ON LABEL BELOW. INCLUDING YOUR ZIP CODE 


U.S. GOVERNMENT PRINTING OFFICE 
ASSISTANT PUBLIC PRINTER 
(SUPERINTENDENT OF DOCUMENTS) 
WASHINGTON, D.C. 20402 

OFFICIAL BUSINESS 


POSTAGE AND FEES PAID 
U.S. GOVERNMENT PRINTING OFFICE 

375 

SPECIAL FOURTH-CLASS RATE 
BOOK 


Name 


Street address 


City and State- 


ZIP Code 















































